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HP IgG

Standards are calibrated against an internal Goid Standard or
IGS as no international one is defined.

HP IgG

Enzyme ImmunoAssay (ELISA)
for the quantitative/qualitative
determination of IgG antibodies to

Helicobacter pylori

in human serum and plasma

e

- for “in vitro” diagnostic use only -
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(Milano) - Italy
Phone +39 02 27007161
Fax +39 02 26007726
e-mail: info@diapro.it

Diagnostic Bioprobes Srl
Via G. Carducci n°® 27
20099 Sesto San Giovanni

REF HPG.CE
96 Tests

A.INTENDED USE

Enzyme ImmunoAssay (ELISA) for the quantitalive/qualitative
determination of igG antibodies to Helicobacter pylori
human plasma and sera. The product is intended for the follow-
up of patients showing gastrointestinal pathologies potentially
correlated 1o HP infection,

For “in vitro™ diagnostic use only.

B. INTRODUCTION
Helicobacler pylori (HP) is a Gram negative bacterium, firstly
isolated in gastric mucosa by Marshall and Warren in 1983.

Hp has been recognized to be the agent responsible of most of
cases of gasiric mucosai damage and to piay a role in the
evolution of gastric diseases to carcinoma

Hp causes an immunological response during infection and
specific antibodies of the different classes of IgG, IgA and IgM
are produced by the pa

fection due to some

igM antibodies is reporied
lo be correlated Ic the acute v:mmm of illness, while 1gG
antibodies become present at differen! titers shortly after
primary infections and last in blood for many years.

Quanlitative ELISA are also used in the follow-up of patients
::am@c_:m antibiotic therapy, useful in monitoring I1gG titer
ions during and after the pharmaceuticai treatment

C.PRINCIPLE OF THE TEST
Microplates are coated with H.pylori immunodominant antigens
derived from tissue cuiture of a virulent strain.

In the 1% incubation, the solid phase is treated with diluted
samples and anti-HP 1gG are captured, if present, by the
antigens.

After washing out all the other components of the sample, in the
2™ incubation bound anti-HP 1gG are detected by the addition of
anti higG antibody, labeled with peroxidase (HRP).

The enzyme captured on the solid phase, acting on the
substrate/chromogen mixture, generates an optical signal that is
proportional to the amount of anti-HP IgG antibodies present in
the sample.

IgG in the sample may therefore Um n:w:Eﬁma by m
standard curve call
as no international standard is m<m__mu_m.

D. COMPONENTS
Each kit conlains sufficient reagents lo perform 96 tests,

1. Microplate: E

12 strips x 8 microwells coated with HP specific
immunodominant antigens derived from tissue culture of a
irulent strain, Plates are sealed into a bag with desiccant,
Allow the microplate to reach room temperature befare opening;
reseal unused strips in the bag with desiccant and store at 4°C.

2. Calibration Curve: (CAL N ..]
Ready to use and color coded standard curve ranging:
4 ml CAL1 = 0 arbU/ml

4mi CAL2 = 5 arbU/ml

2 ml CAL3 =10 arbU/ml

2 ml CAL4 =20 arbl/m]

2ml CAL 5 = 50 arbU/ml

4 ml CALE = 100 arblU/ml,

Contains human mm:._3 u_.n:mim 2% casein, 10 mM Na-citrate
6.0 +/-0.1, 0.1% Tween 20, 0.08% Na-azide and 0.1%
Xm_ro: GC as Emmm:\m:ém Standards are blue colored.

3. Control Serum: | CONTROL ...m

1 viai. Lyophilized. It contains fetal bovine serum proteins,
human IgG antibodies to HP at about 20 arbU/ml+20%, 0.3
mg/ml genlamicine sulphale and 0.1% Kathon GC as
preservalives,

4. Wash buffer concentrate: E

1x60mUbottle. 20x concentrated solution. Once diluted, the
wash solution cantains 10 mM phosphate buffer pH 7.0+/-0.2,
0.05% Tween 20 and 0.05% Kathon GC,

5. Enzyme conjugate “E

1x16mlfvial. Ready 10 use and red colour coded, It cont:
Horseradish peroxidase conjugated pelyclonal antibodies to
human IgG, 5% BSA, 10 mM Tris buffer pH 6.8+/-0.1, 0.1%

Kathon GC and 0.02% genta e sulphate as preservatives,

6. Chromoegen/Substrate: E

1x16mlivial. It contains 50 mM citrate-phosphate buffer pH 3.5-
3.8, 4% dimethylsulphoxide, 0.03% tetra-methyl-benzidine (or
TMB) and 0,02% hydrogen peroxide (ar H2Oz).

Note: To be stored protected from light as sensitive to
strong iflumination.

7. Sulphuric Acid: [H2504 0.3

1x15mi/viallt contains 0.3 M H2S0a solution.
Attention: Irritant (H315, H319; P280, P302+P352, P332+P313,
P305+ P351+P338, P337+P313, P362+P363),

8. Specimen Diluent: E

2xB80ml/vial, It contains 2% casein, 10 mM Na-citrate buffer pH
6.0 +/-0.1, 0.1% Tween 20, 0.09% Na-azide and 0,1% Kathon
GC as preservatives. To be used to dilute the sample.

9. Plate sealing folls n°2

10. Package insert n°1

m MATERIALS REQUIRED BUT NOT PROVIDED
Calibrated Micropipetles {1000, 100 and 10ul) and
disposable plastic i

2. EIA grade water (bi led or deionised, charcoal treated to

ing chemicals used as disinfectants).

Timer with 60 minute range ar higher.

Absorbent paper tissues.

Calibrated ELISA microplate thermostatic incubator (dry or

wet) sel at +37°C (+/-0.5°C tolerance).

6. Calibrated ELISA microwell reader with 450nm (reading)
and with 620-630nm (blanking, strongly recommended)
filters..

7. Calibrated ELISA microplate washer.

2! far mixing tools.

o aw

F. WARNINGS AND PRECAUTIONS

1. The kit has to be used by skiied and properly trained
technical personnel only, under the supervision of a medical
doctor responsible of the laboratory.

2. All the personnel involved in performing the assay have to
wear prateclive laboratory clothes, talc- #mm gloves and glasses.

i biosafely procedures, as _vn:33m=aaa by the n..n:_L far



[ Doc.: [INSHPG.CEleng | Page |

3ol § [ Rev:4 [ Daic: 0672015 |

Disease Contral, Atlanta, U.S. and reported in the National
institute of Health's publication: “Biosafety in Microbiological and
iomedical Laboratories”, ed. 1984.

3. Al the personnel involved in sample handling shauld be.
vaccinated for HBV and HAV, for which vaccines are available,
safe and effective.

4. The laboratory environment should be controlled so as to
avoid contaminants such as dust or air-boin  microbial agents,
when opening kit vials and microplates and when performing the
test. Protect the Chromogen (TMB) from strong light and avoid
vibration of the bench surface where ihe test is undertaken.

5. Upon receipt, store the kit at 2..8°C into a temperature
controlled refrigerator or cald room.

6. Do not interchange companents between different lots of
the Kits. It is recommended that components between two kits
of the same lat should not be interchanged.

7. Check that the reagents are clear and do not contain
visible heavy particles or aggregates. If nol, advise the
laboratory supervisor to initiate
repiacement.

8. Avoid cross-contamination  between  serum/plasma
samples by using disposable tips and changing them after each
sample

9. Avoid cross-contamination between kil reagents by using
disposable tips and changing lhem between the use of each
ane.

10. Do not use the after the expiration date stated on the
external container and internal (vials) fabels. A study conducted
on an opened kil nol pointed out any relevant loss of activity
up to 6 uses of the device and up to 3 months.

11. Treat all specimens as potentially infective. All human
serum specimens should be handled at Biosafety Level 2, as
endad by the Center for Disease Control, Atlanta, U.
in compliance with what reported in the Institules of Imm:rm
publication: “Biosafety in Microbialogical and Biomedical
Laboratories”, ed. 1984.

12. The use of disposabie piasiic-ware is recommended in the
preparation of the liquid components or in transferring
cemponents into aulomaled workstations, arder to avoid
crass contamination.

13. Waste produced during the use of the kit has to be
discarded in compliance with national directives and laws
cencerning  laboratory waste of chemical and biological
subslances.  In particular, liquid waste generaled from lhe
washing procedure, from residuals of controls and from samples
has to be treated as potentially infective material and inactivated
before waste. Suggested procedures of inactivation are
treatment with a 10% final concentration of househoid U_mmn: far
16-18 hrs or heat inactivation by autoclave at 121°C for 20
14. Accidental spills from samples and operations have to be
adsorbed with paper tissues soaked with household bleach and
then with water, Tissues should then be discarded in proper
containers designated for laboratory/hospital waste,

15. The Sulphuric Acid is an irritant. In case of spills, wash the
surface with plenty of water

16. Other waste materials generated from the use of the kit
(example: lips used for samples and controls, used micropiates)
should be handled as patentially infective and disposed
according to national directives and laws concerning laboralory
wasles.

€ necessary procedures for kit

recoms

G. SPECIMEN: PREPARATION AND WARNINGS

1. Biood is drawn asepticaily by venepuncture and plasma or
serum is prepared using standard technigues of preparztion of
samples for clinical laboratary analysis. No influence has been
observed in the preparation of the sample with citrate, EDTA
and heparin.

2. Samples have to be clearly identified with codes or names in
order to avoid misinterpretation of resuits. Bar code labeling and
electronic reading is strongly recommended.

3. Haemoiysed (“red") and visibiy nyperiipemic {*miiky") sampies
have 1o be discarded as they could generate false results.
Samples containing residues of fibrin or heavy particles or

s should_be discarded -as. they-

ho be discarded they

could give rise to false results
4. Sera and plasma can be stored at +2°..8°C for up to five days

after collection.  For longer storage periods, samples can be
stored frozen at —=20°C for severat months.  Any frozen samples
should not be frozen/thawed more than once as this may
generate particles that could affect the test result.

{F particles are present, centrifuge at 2.000 rpm for 20 min or
filter using 0.2-0.8u filters to clean up the sample for testing.

H. PREPARATION OF COMPONENTS AND WARNINGS
Microplat
Allow the microplate to reach room temperature {about 1 hr}
before opening the container.  Check that the desiccant is not
turned to dark green, indicating a defect of canservation

In this case call Dia.Pro’s customer service,

Unused strips have to be placed back into the aluminium pouch,
presence of desiccant suppiied, firmly zipped and stored at
+2°..8°C. When opened the firsl time, residual strips are stabie
ill the indicator of humidity inside the desiccant bag turns from
yellow ta green.

Calibration Curve
Ready to use component. Mix carefully on vortex before use.

Control Serum

Add the volume of ELIS,
the Iyopt
vortex.
Note: The controf after dissolution is nol stable. Store frozen in
aliquots at -20°C.

e <<m~mﬂ reported
solve and 1

@ a

Wash buffer concentrate:

The i:o_m content of the concentrated solution has o be diluted
led waler and mixed om:=< end-over-end before
g preparation avoid foaming as the presence of
Uccw_mm could impact on the efficiency of lhe washing cycles.
Note: Once diluted, the wash solution is stable for 1 week at
+2.8°C.

Enzyme conjugate:

Ready to use. | on vartex before use.
Be careful not to contaminate the liquid with oxi
air-driven dust or microbes.

If this compenent has 1o be transferred use only plastic, possibly
sterile disposable containers.

g chemicals,

Chromogen/Substrate:

Ready to use. Mix well an vorlex before use.

Be carefu! not to contaminate the liquid with oxidizing chemicals,
air-driven dust or micrabes.
Do not expose to strong
metallic surfaces.

If this component has to be transferred use only plastic, possi
sterile dispasable container

umination, oxidizing agents and

le

Sample Diluent "~
Ready to use component. Mix carefully on vortex before use.

Sulphuric Acid:

Ready to use, Mix well on voriex before use,

Attention: Irritant (H315, H319; P280, P302+P352, P332+P313,
P305+ P351+P338, P337+P313, P362+P363).

Legenda:

Warning H slatement
H315 — Causes skin irritalion
H318 — Causes serious eye irrilation
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Precauf
P280 - Wear

nary P statements:

protection
“P302°+ P352 — IF ON'SKIN: Wash with plenly of soap and waler.
P332 + P313 — If skin irritation occurs: Get medical advice/attenlion

P305 + P351 + P338 - IF IN EYES:
several minules. Remove contact lenses,

se cautiously with waler for
present and casy to do

Continue rinsing

P337 + P313 - [l cye irrital
P362 + P363 - Take off conta:

n persists: Gel medical advicefatiention
ated clolhing and wash it efore reuse.

1. INSTRUMENTS AND TOOLS USED IN COMBINATION
WITH THE KIT
1.

[LFS

Micropipettes have to be calibraled to deliver the carrect
valume required by lhe assay and must be submitted to
regular decontamination (household alcohol, 10% solution
of bleach, hospilal grade disinfeclants) of those parts that
could accidentally come in contact with the sample. They
should also be regularly maintained in order to show a
precision of 1% and a trueness of +/-2%. Decontamination
of spills or residues of kit components shouid aiso be carried
aut regulary.
The ELISA incubator has to be set at +37°C (tolerance of +/-
05°C) and regularly checked o ensure the correct
temperature is maintained. Both dry incubators and water
baths are suitable for the incubalions, provided ihat the
instrumenl is validated for Lhe incubalion of ELISA tests.
The ELISA washer is extremely important to the averall
performances of the assay. The washer must be carefully
validated and correctly optimised using the kit controls and
reference panels, before using the kit for routine laboratory
tests. Usually 4-5 washing cycles (aspiration + dispensalion
of 350uliwell of washing solution = 1 cycle) are sufficient to
ensure that the assay performs as expected. A soaking time
af 20-30 seconds between cycles is suggested. In order to
set correclly their number, it is recommended o run an
assay with the kit controls and well characterized negative
and positive reference samples, and check to match the
values reported below in the section O “Internal quality
Contral”. Regular calibration of the volumes delivered by,
and maintenance (decontamination and cleaning of
needles) of the washer has to be carried out according to
the instructions of the manufacturer.
Incubation times have 2 lalerance of +5%.
The ELISA microplate reader has lo be equipped with a
reading filter of 450nm and with a second filter (620-630nm,
strongly recommended) for blanking purposes. Its standard
10 nm; 5)
{5}
absarbance range from 0 to > 2.0; {c) __:mm_._q to > 2.0;
repeatability > 1%. Blanking is carried out on the well
identi in lhe section “Assay Procedure”. The optical
system of the reader has to be calibrated regularty to ensure
that the correcl oplical density is measured, It should be
regularly maintained according to the manufacturer 's
instructions.
When using an ELISA automated work station, all critical
sleps (dispensation, incubation, washing, reading, data
handling) have to be carefully set, calibrated, controlled and
reguiarly serviced in order to match the values reported in
the seclion “Internal quality Control”. The assay protocol has
to be installed the operating system of the unit and
validated as for the washer and the reader. In ad
fiquid handling part of the station (dispensation and
washing) has to be validated and correctly set. Particular
attention must be paid to avoid carry over by the needles
used for dispensing and for washing. This must be studied
and controlled to minimize the possibility of contamination of
adjacent wells, The use of ELISA automaled work slations
recommended when the number of sampies to be fested
exceed 20-30 units per run,

a

7. Dia.Pro's customer service offers suppori to the user in the
setling and checking of instruments used in combination
with the kit, in order to assure compliance with the

ements described. Supnod is also ed for the
i

lation of new instruments to be used

L PRE ASSAY CONTROLS AND OPERATIONS

1. Check the expiration date of the kit printed on the external
label (primary container). Do not use if expired.

Check that the liquid components are not contaminated by
visible parlicles or aggregates.

Check that the Chramogen (TMB) is colaurless or pale biue
by aspirating a small volume of it with a slerile plastic
pipette.

4. Check that no breakage occurmed in transportation and no

2

3.

container). Check that the aluminium pouch, containing the

microplate, is not punctured or damaged.

Dissolve the content of the Control Serum as reported

Dilute all the content af the 20x concentrated Wash Solution

as described above.

7. Allow all the other components to reach room temperature
(about 1 hr) and then mix gently on vortex all fiquid
reagen

8. Set the m_._m> incubator at +37°C and prepare the ELISA
washer by priming with the diluted washing solution,
according to the manufacturers instructions. Set the right
number of washing cycles as found in the validation of lhe
instrument for its use with the kit.

9. Check that the ELISA reader s
turned on at ieast 20 minutes before reading

10. If using an automated work station, tum on, check settings

and be sure to use lhe right assay protacoi.

Check that the micropipettes are set to the required voiume.

Check that all the other equipmen! is available and ready

1o use

13, In case of problems, do nat proceed lurther
advise the supervisar.

2.0

ith the test and

M, ASSAY PROCEDURE

The assay has to be carried oul according to whal reported
below, taking care to maintain the same incubation time for al
the samples in lesting.

The kit may be used for quantitalive and qualitative
determinations as well.

M1. QUANTITATIVE DETERMINATION:

ute samples 1:101 inlo a properly defined dilu

(example: 1000 pl Sample Diluent + 10 pl sample). Do not

ilute the Calibration Set as calibrators are ready to use.
Mix carefully all the liquid components on vortex and then
proceed as described below.

2. Place the required number of Microwells in the microwell
holder. Leave the A1 and B1 empty for the operation of
blanking.

3. Dispense 100 pl of Calibrators and 100 pl Contral Serum in

duplicate. Then dispense 100 ul of diluted samples in each

properly identified well.

Incubate the microplate for 60

at +37°C.

Important note: Strips have to be sealed with the adhesive
sealing foil, supplied, only when the test is carried out manually
Do not cover strips when using ELISA automatic instruments



Doc.: [INS HPG.CE/eng | Page | 50/ 8 | Re

v.: 4 | Dale: 0672015 |

Wash the microplate with an automatic as re
previously (section 1.3).

Pipette 100 pl Enzyme Conjugate into each well, except
A1+B1 blanking wells, and cover with the sealer. Check
that this red coloured component has been dispensed in all
the wells, excepl A1 and B1.

orted

p

important note: Be careful not to touch the plastic inner
surface of the well with the tip filled with the Enzyme Conjugate
Contamination might occur.

Incubate the microplate for 60 min at +37°C.

Wash microwells as in step 5,

elte 100 pl Chromogen/Substrate mixture into each
well, the blank wells A1 and B1 included. Then incubate
the microplate at room temperature {18-24°C) for 20
minutes.

Important note: Do not expose to strong direct iltumination.

High background might be generated.

10. Pipette 100 I Sulphuric Acid ta stop the enzymatic reaction

11. Measure the colour i

to all the wells using the same pipetting sequence as in
step 9. Addition of acid will turn the positive calibrators, the
control serum and the positive samples from blue to yellow.
tensity of the solution in each well, as
described in section 1.5, at 450nm filter (reading) and at 620-
630nm (background subfraction, strongly recommended),
blanking the instrument on A1 or B1 or both,

Mz, DC>E,_.>.:<m Umqmwg_z>d02

n is required, proceed as

described below:

4

Dilute samples
(example: 1000 pl 3
dilute the Calibration Set as calibrators are ready to use. Mix
carefully all the liquid components on vortex and then
proceed as described below.

Place the required number of Microwells in the microwell
holder. Leave A1 well emnpty for the operation of blanking.
Dispense 100 i of Calibrator 0 arbU/ml and Calibrator 5
arbU/ml in duplicate and Calibrator 100 arbU/ml in single.
Then dispense 100 ul of diluted samples in each properly
identified wel
Incubale Lhe microplate for 60 min at +37°C

Important note: Strips have fo be sealed with the adhesive

sealing fo

, supplied, anly when the test is carried out manually.

Do not cover sirips when using ELISA automatic instruments.

5

6

Wash the microplate with an automatic washer as reported
previously (section 1.3).

Pipette 100 Wl Enzyme Conjugate into each well, except the
A1 well, and cover with the sealer. Check thal this red
coloured component has been dispensed in all the wells,
except At

Important note: Be careful not to louch the plastic inner
surface of the well with the tip filled with the Enzyme Conjugale.
Contamination might occur.

7.
8
9

Incubate the microplate for 60 min at +37°C

Wash microwells as in step 5.

Pipette 100 pl Chromogen/Substrate mixture into each well,
cluded. Then incubate the microplate at
room temperature (18-24°C) for 20 minutes

Important note: Do not expose to strong direct ilfurnination,
High background might be generated

An example of
reported below:

same pipetting sequence as in slep 9. >aa on of aci
lurn the posilive calibrators, the control serum and the
positive samples from blue to vellow .

Measure the colour intensity of the salution in each well, as
described in secfion 1.5, at 450nm filter (reading) and at 620-
630nm (background subtraclion, strongly recommended),
blanking the instrument an A1,

General Important notes:

1. If the second filter is not available ensure that no finger
pnnts are present on the bottom of the microwell before
reading al 450nm. Finger prinis could generate false
positive results on reading.

2. Reading has lo be carried out just after the addition of the
Stop Solution and anyway not any longer than 20 minules
after its addition. Some seif oxidation of the chromogen can
ocour leading to high background.

N. ASSAY SCHEME

Method ; ti
Calibrators & Control(*) 100 pl
mmaﬂ_mm diluted 1:101 00 pl
i i 60 min
Temperature +37°C
Wash step 4-5cycles
Enzyme conjugate 100 pl
2™ incubation 60 min
Temperaturs +37°C
Wash step 4-5 cycles
TME/H202 100 yl
3" incubation 20 min
Temperature rL
Sulphuric Acid 100 ui
Reading OD 450nm

() Important Notes:

. The Control Serum (CS) it does not affect the test’s
results calculation.

= The Controf Serum (CS) used only if a laboratory
intemnal quality contrel is required by the
Management,

n scheme for Quantitative Analys|
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O. INTERNAL QUALITY CONTROL

carried out on the controls and the
calibrator any time the kit is used in order to verify whether the
performances cf the assay are as expected and required by the
IVDD direclive 98/79/EC

Control that Lhe following data are matched:

[ Check ‘Requirements
Blank well < 0.100 OD4500m valize
CAL 1 < L7150 mean OD4500m yalue after
0 arblliml blanking
coefficlent of varation < 30%
CAL 2 OD450nm > OD450mm CALT + 0,100
5 arbLy
CALE GD450nm > 1.000
100 arbiiiml

CS§ = Conlral Serum- Not mandatory

Microplate
| 2 ER B T B R TR
A CaL4 [ 51
CR CAl4 [ 52
. CaL 3
=] CAL 3
T CAL 5
= CAL [

G CS(” 7
H'| CALS | CS[7) 2
Legenda: BLK = Biank

An example of dispensation scheme in qualitative assays is
reporied below:

If the results of the test malch the reguirements stated abave,
proceed to the next section.

if they do not, do not proceed any further and operale as
follows:

Protlem - z Check
Blank well 1, that the Chromogen/Sustrate sclution has
> 0.100 OD450nm: not got contaminated during the assay
CAL1 1. that the washing procedure and the
0 arbUiml washer setlings are as validaled in Ihe pre
>0.150 OD450nm qualification study,
afler blanking 2. that the proper washing solulion has been

used and the washer has been primed
coefficient of variation | before use;

>30% 3. Ihat no mistake has been done in the
assay procedure (dispensation of a posilive
ibrator instead of Ihe negative one;

thal no contaminalion of the negative
ibrator or of their wells has occurred due
lls of posilive samples or the enzyme
canjugale;

5. that micropipelles  haven't  gol
contaminated with positive samples or with
the enzyme conjugale

6. thal lhe washer needles are not blocked or
partially obstrucied.

baol 8 | Revi:d

| Date: 062015

CALZ 1. that the procedurs has bes cofrectly
§ arbilfml execuled;
2, thal no mislake has been done in ils
OD450nm < distribulion (ex: dispensation of a wrong
OD450nm CALY + calibralor inslead);
o100 3. lhat lhe washing procedure and (he
washer settings are as validaled in lhe pre
cunifiation sludy;

4. that no externsl comfamination of fhe
calibrator has noourred,

CAL & 1. that the procedute has been comeclly
100 arbilimi executed;
2. that no mistake has been done in ils

000 D4500m dislribution  (dispensation of a wrong
calibrator instead) ;

3. that the washing procedure and the
washer seflings are as validated in the pre
guadification study;

hal no external confamination of e
oositive contral has ocourted

Should cne of these problems have happened, after checking,
report {o lhe supervisor far further actions.

** Note:
If Control Serum has used, verify the following data:

[ €heck ] ~ Regui i
Control Serum | Mean OD450nm CAL4 +/-20% |

If the results of the lest doesn't match the requirements slaled
above, operate as follows:

Prablem Check
Controi Serum 1. thal the procedure has been correchy
executed;
2. thal no misiake has been done in its
_:w_:_o: (dispensation of a wrong

Different from
expecled value

3. that the washing procedure and the
washer seflings are as validaled in the pre

that no exiemal conlamination of lhe
contsol has ocoured.

Anyway, if all other parameters (Blank, CAL1. CAL2, CAL 6)
malch the established requirements, the lest may be considered
valid.

P.RESULTS

P.1 Quantitative method

out to be valid, use for

e quantilative
an approved curve fitling program {o draw the calibration curve
from the values obtained by reading at 450nm (4-parameters
interpolation is m:mmmm.m&

te the concentration of anti

An example of Calibration curve is reported below,
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Important Note:

Do not use the calibration curve above to make calculations.

P.2 Qualltative method

in the quaiitative meihod, calculate the mean OD450nm values
for the Callbrators 0 and 5 arbUiml and then check that the
assay is valid.

Example of calculation;

Note: The following data must not be used instead or real
figures obtained by the user.

Calibrator 0 arbU/mi: 0.020 - 0.024 0D450nm
Mean Value: 0.022 OD450nm
Lower than 0.150 ~ Accepted

Calibrator § arbUfmi: 0.250 - 0.270 OD450nm
Mean Value: 0.260 OD450nm
Higher than Cal 0 + 0.100 — Accepted

Calibratar 100 arbUfmi: 2045 OD450nm
Higher than 71.000 — Accepted

The OD450nm of the Calibrator 5 arblU/ml is considered the cut-
off {or Co) of the system.

The ratio between the OD450nm value of the sample and the
0D450nm of the Calibrator 5 arbU/ml (or S/Co) can provide a
semi-quantitative estimation of the content of specific IgG in the
sample.

Q. INTERPRETATION OF RESULTS

Samples with a concentration lower than 5 arblU/m! are
considered negative for antl H,pylori IgG antibody.

Samples with a cancenlration higher than 5 arbU/ml are
considered positive for anti H.pylori IgG antibody.

important notes:
i I E\E: Gm results alone are not enough to provide a clear
of Melicob, pylori infecti Other tests for

Helicobater pylori (supplied by DiaPro Diagnostic
BioProbes sri. at code n® HPAG.CE, HPA.CE and
HPM.CE}, should be carried out.

N

Interpretation of resuits should be done under the
m:vm_.smaz of the laboratory m:um:\ﬁQ to reduce the risk of
ol errors and misi;

_\§m: test resulls are :m:m:.:nmq from the faboratory. to
another facility, attention must be paid to avoid erroneous
data transfer.

Diagnosis has to be done and released to the patient by a
suitably qualified medical doctor.

[}

B

R. PERFORMANCE CHARACTERISTICS
Evaluation of Performances has been conducted an panels of
posilive and negative samples in an external clinical laboratary
h reference to a FDA approved reference kit.

1. Limit of detection

No international standard for HP IgG Antibody detection has
been defined so far by the European Comunity.

In its absence, an Internal Gold Standard (or IGS), derived from
a patient with an history of past mononucleosis infection, has
been defined in order to provide the device with a canstant and
excellent sensitivity.

2. Diagnostic Sensitivity and Specificity:

The diagnoslic performances were evaluated in a performance
evaluation study conducted in an extemal center, with excellent
experience in the diagnosis of infectious diseases,

The diagnostic sensilivity was studied an more than 50 samples,
pre-lested positive with the reference kit of European origin in
use at Bm _mccama;\ vcmE<m mmau_mm Sm_,m collected from

The a.mm:omn_o specificity was nm.m:s_zma on um:m_m of more
than 100 negatlve samples from nomal individuals and blood
donors, classified negalive with the reference kit, including

Both plasma, derived with different standard techniques of
preparation (citrate, EDTA and heparin), and sera have been
used to determine the specificity. No false reactivity due to the
method of specimen preparation has been observed.

Frozen specimens have also been tested to check whether
samples freezing interferes with the performance of the lest.
No interference was observed on clean and particie free
samples.

The Performance Evaluation provided the following values :

3. Reproducibi
A study no:a:o”mn on three samples of different HP IgG
reactivity, examined in 16 replicates in three separate runs has
shown CV% values ranging 2-18% depending on the OD450nm
readings.

The variability shown in the tables did not result in sample
misclassification.

S. LIMITATIONS

False positivity has been assessed as less than 2% of the
normal population,

Frozen samples containing fibrin particles or aggregates may
generate false paositive results.
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DECLARATION OF CONFORMITY

1)  Manufacturer (ame, departmenty: Monobind Inc.

Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES
and

2)  European authorized representative: CEpartner4l BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
{on product labels printed as:
CEpartner4l) , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

“wv UﬂOQCO_:mW (name, type or model/baich number, etc.):

ﬁlw Monobind Inc.

List of devices.
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Appendix

Date: 2013-09-16

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments (see appendix)

4)  The product(s) described above is in conformity with:

)
_ Document No.

| In vitro Diagnostic Medical Devices Directive 98/79/EC

mv Additional information (Conformity procedure, Notified Body, CE centificate, Registration nr., elc).

Conformity assessment procedure for CE marking: In vitro Diagnostic Medical Device Directive,
Annex

Registration nr. : NL- CA002-22758 and NL- CA002-22762

Lake Forest, USA; 2013-09-16 >\MT§*¢~P

Tony Shatola; QA Director, Monobind Inc.

(Place & dale of issue (yyyy-mm-dd)} (name; function and signature o?:\ ufacturer)

Maarn, NL; 2013-08-16

Olga Teirlinck; Consultant, CEpartner4U BV

(Place & date of issue (yyyy-mm-dd)) (name: funclion and signature of authorized representalive)

Hem# = =
Device types _.“_._um__“_.mmﬁa@ :_._._._Mn._“._“_.__s.r..._ CE-marking
Micrawells
Thyroid
Total Triidothyronine (IT3) Test Syslem 125-300 175-300 12.04.01.05.00 | Low 2005-11-11
Free Triidothyronine (fT3) Tesl Styslem 1325-300 1375-300 | 12.04.0101.00 | Low 2005-11-11
Thyroxine (tT4) Tesl Syslem 225-300 275-300 12.04.01.07.00 | Low 2005-11-11
Free Thyroxine (fT4) Test System 1225-300 1275-300 12.04.01.02.00 | Low | 2005-11-11
Thyrotropin (TSH) Test System 325-300 375-300 12.04.01.11,00 | Low 2005-11-11
Rapid TSH Test Sysiem 6025-300 6075-300 1204011100 | Low | 2010-06-28
T3-Uptake (T3} Tes! System 525-300 £75-300 1204010600 | Low 2005-11-11
Thyroxine-8inding Globulin (TBG) Test System 3525-300 3575-300 12.04.01.09.00 Low 2005-1i-91
Thyroglobulin (Tg) Tesi System 2225-300 2275-300 12.04.01.0800 [ Low 2005-11-11
Total Thyroxine ({T4), Tolal Triidothyronine ({T3)
& Thyroid Stimulating Hormone (TSH) Thyroid 8025-300 8075-300 12.04.01.01.00 | Low 2005-11-11
Panel (VAST) Tesi Syslem
Tota! Triidothyronine (tT3 SBS) Test System 8125-300 8175-300 12.04.01.071.00 | Low 2010-06-29
Tolal Thyroxine (1T4 SBS) Tes!t System 8225-300 B275-300 | 12.04.01.01.00 Low 2010-06-29
7025-300 7075-300 12.0401.01.00 | Low 2010-06-29

Thyroid Panel (VAST) Test System
Neonatal Thyroid & Genelics
Neonalal TSH (N-TSH) Test Syslem 3425-300 3475-300 | _ — 12.04,01.90.00 Low 2005-11-11
Neonalal (N-T4) Thyroxine Test System 2625-300 2675-300 12.04.01.12.00 | Ltow 2005-11-11
Neonatal 170HP (N-170HP) Tesl System 5525-300 5575-300 12.05.01.07 Low 2008-02-01
Neonatal TBG (N-TBG) Test System _ 8925-300 83975-300 12.04.01.09.00 Low 2013-09-16
Autolmmune Thyroid
Anti-Thyroglebulin (Anli-Tg) Test System 1025-300 1075-300 12,10.03.04.00 Low 2005-11-11
Anti-Thyroperoxidase (Anti-TPO) Test System 1125-300 1175-300 | 12.10.03.01.00 | Low 2005-11-11
Fertility & Prenatal
Luleinizing Hormone (LH) Test System 625-300 675-300 12.05.01.05.00 Low 2005-11-11
Folicle Slimulaling Hormone (FSH) Test System 425-300 475-300 12.05.01.04.00 | Low 2005-11-11
Prolactin Hormone (PRL) Test System 725-300 775-300 12.05.01.08.00 Low 2005-11-11
mm_mah: TS Sl (A1) e 6025300 | 6075300 1205010800 | Low | 2005-11-11
mﬁwﬂmz Chorionic Gonadotropin (RCG) Test 825-300 875-300 12.0502.0500 | Low | 2005-11-11
m.mﬂ_muwm%:m%m_mo_muom;wwmmomqmmﬂg%a 8825-300 | 8875300 | 1205020500 | Low | 2013.08-16
Rapid B-Human Charionic Gonadotropin {Rapid 3325-300 12.05,02.05.00 | Low 2005-11-11

—Declaration f

n.-Standard ISO/AEC17050-1:2010
vs, 2011-X
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Microwetis

Wiceowells

ftem# QSure®

Control

Ifems
nstrum

EDMS code

Risk  First date of
Class

Anti-H, Pylori IgG Test Syslem 1425300 | 1475-300 | 15.01.04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgM Test System 1525-300 | 1575300 | 15.01,04.03.00 | Low | 2005-11-11
Anti-H. Pylori IgA Test Syslem 1625-300 | 1675-300 _ 15.01.04.03.00 | Low | 2005-11-11
Cancer Markers

Alpha-Feloprotein (AFP) Tesl Syslem 1925-300 1975-300 12.03.90.01.00 Low m 2005-11-11
CA-125 Tesl System 3025-300 | 3075-300 12.03.01,06.00 | Low | 2005-11-11
CA 15-3 Tesl Syslem 5625-300 | 5675-300 12.03.01.02.00 | Low | 2010-06-29
CA-19-9 Test Syslem 3925-300 | 3975-300 12.03.01.03.00 | Low | 2005-11-11
Carcinoembryonic Anligen (CEA) Tesl System 1825-300 1875-300 12,03.01,31.00 | Low 2005-11-11
M,_%Mm/m._mmmam»_«mumﬂa_:omaaéoan Antigen 4625-300 | 4675-300 1203.01.31.00 | Low | 2010-08-29
mwsmowvmw,wm_ WMM:M; Choronic Gonadelropin | 5055 450 | 2075-300 12.03.01.90,00 | Low | 2005-11-11
Allergy & Anemia

Ferritin Tes| System 2825-300 | 2875-300 | 1207.0102,00 | Low | 2005-11-11
Folate Test System 7525-300 | 7575-300 | 12.07.01.0300 | Low | 2010-06-29
Immunoglobulin E (IgE) Test System 2525-300 | 2575-300 12.02.01.02.00 | Low | 2005-11-11
e il B625-300 | 8675-300 1207.01.06.00 | Low | 2010-06-28
Vitamin B-12 (B12) Test System 7625-300 | 7675-300 12.07.02.04.00 | Low | 2011-09-26
Folate, Vitamin B-12 (VAST) Test System 7825-300 7875-300 12.07.01.00.00 Low 2013-0¢-16

Miscellaneous Controls

Anti-Thyrogiobulin (Anti-Tg), Anli-
Thyroperoxidase (Anti-TPO) Control — Positive
& Negalive

AIT-101

12.50.01.16.00

Low 2010-06-29

High Level Ferlility Control — Single Leve! —
Progesterone, Eslradiol, Human Chorianic
Gonadotropin

FC-300

12.50.01.16.00

Low 2010-06-29

Maternal Controf — Tri Level - Human Chorionic
Gonadotropin, Free Beta Human Cherionit
Gonadotropin Subunit, Aipha Fetla Protein,
Estrio

MC-300

12.50.01.16.00

Low | 2010-06-29

Thyroglobulin (Tg) Control — Tri Level

TG-300

12.50.01.16.00

Low 2010-06-29

H. Pylori laG Conlrol — Positive & Negative

HPy-IgG-300

12.50.01.16.00

Low 2010-08-29

H. Pytori IlgM Control — Po:

ve & Negative

HPy-lgM-300

12.50.01.16.00

Law 2013-08-16

HPy-1gA-300

12,50.01.16.00

Low 2013-09-16

TBG-300

12.50.01.16.00

Low | 2013-09-16

-hCG) Tesl System
Human Chorionic Gaonadotropin (hCG) , Human
w_ﬂromvo.ﬁmoqzhwwv._mhn_mﬁ_mh@rnwﬂu_wﬁ@ Aum_ﬁ_%m 8325-300 | 8375-300 12.05,01.9000 | Low | 2006-08-24
Fertilily Panel (VAST) Test System
Alpha-Fetoprotein (AFP), Human Chorioni _
Gonadotropin ( hCG ), Unconjugated Estiol (u- 8525-300 8575-300 12.05.01.90.00 | Low | 2010-06-29
E3) Triple Screen (VAST) Tesl System w
ﬂmw:%ﬁfm%wnvwmw:v_mmam Rrolein- A 7925300 | 7975-300 __ 12.05.02.10,00 | Low | 2013-09-16
Sterotd
Cortisol Test System | 3625-300 3675-300 12.06.02.04.00 | Low 2005-11-11
DHEA-S Test System 5125-300 5175-300 12.05.01.02.00 | Low 2010-06-28
Dehydroepiandrosterone (DHEA) Test System 7425-300 7475-300 12.05,01.02.00 Low 2011-09-26
Estradiol (E2) Test System 4925-300 4975-300 12.05.01.03.06 | Low | 2010-08-25
Unconjugated Estiol (u-E3) Test System 5025-300 5075-300 12.05.02.02.00 Low 2010-08-29
Progesterone Test System 4825-300 4875-300 12.05.01.06.00 Low 2010-06-29
mﬂ_mﬁﬂao:m Binding Globulin (SHBG) Tes 9125-300 | 9175-300 12.05.01.09,00 | Low | 2013-09-16
.Hmm_omﬂmazm Tesl Sysiem 3725-300 3775-300 12.0501.10.00 | Low 2007-11-01
Free Tesioslerone Test System £5325-300 S350 12.05.01,10.00 Low 2010-08-29
17a-OH Progesterone Test System 5225-360 5275-300 0 Low 2010-06-2%
7a-CH Progesterone - S| Test System 9925-300 9975-300 12.05.01.07.00 | Low | 2010-10-18
Growih & Bone Metabolism
Growth Hormone (hGH) Test System ﬁ 1725-300 1775-300 _ 12.06.04.02.00 | tow 2005-11-11
Parathyroid Hormane (PTH) Test System 9225-300 9275-300 I!,_N.om.ow;w.oc Low 2011-09-26
2 g lamiTDsIEmiNDETest 7725-300 | 7775-300 12.06.0310.00 | Low | 2011-08-26
Diabetes
Insulin Test System 2425-300 2475-300 12.06.01.03.00 | Low r 2005-11-11
Rapid Insulin Test Syslem 5825-300 12.06.01.03.00 | Low | 2010-06-29
| C-Peplide Test Sysiem 2725-300 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin - C-Peplide (VAST) 7325-300 7375-300 12,06.01.03.00 | Low 2005-11-11
Cardiac Markers 4
CK-MB Test System 2925-300 2975-300 12.13.01.02.00 | Low 2005-11-11
Troponin | (cTnl) Test System 3825-300 3875-300 12.13.01.07.00 | Low 2005-11-11
| Digoxin (DIG) Test System 925-300 975-300 12.08.01.01.00 | Low 2005-11-11
vity CRP (hs-CRP) Test System 3125-300 3175-3G0 12.13.01.90.00 | Low
| Myoglobin Test System 3225-300 3275-300 12.13.01.05.00 | Low 2005-11-11

Auteplex ELISA & CLIA An: INOOE 7Pl o] Low | 2010-06-29
Autoplex Generation 2 ELISA & CLIA Analyzer IN0O6-2 | 21.02.10.01 Low 2013-09-18
Lumax CLIA Analyzer INDQ1 21,021001 Low 2006-08-24
Neo-Lumax CLIA Analyzer T INO10 21.02.10.01 Low 2011-08-26
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Impulse 2 CLIA Analyzer INDO5S 21.02.10.01 Low 2006-08-24
Impulse 3 CLIA Analyzer IN0O7 21.02.10.01 Low 2010-06-29
Lumax96 CLIA Analyzer INDO4 21.02.10,01 Low 2007-03-01
LuMatic CLIA Analyzer INoO8 21.02.10.01 Low 2011-08-26
Eldex 3.8 ELISA Analyzer IN0O3 21.02.10.01 Low 2007-08-10
Neo-Eldex ELISA Analzyer INODg 21.02.10.01 Low 2011-09-26
PrisMAtic ELISA Analyzer INO13 21.02.10.01 Low 2013-09-16
Plate Washer Microplate Washer - IN0D2 21.02,10.01 Low | 2010-06-29




Monaobind Inc.
Lake Forest, CA 82630, USA

AccieBind

ELISA Microwells

Total Prostate Specific Antigen
(tPSA) Test System
Product Code: 2125-300

1.0 INTRODUCTION

Intended Use: The Guaniitative Determination of Toial
Prostrate Specific Antigen {tPSA) Concentralion in Human
Serum by a Microplat ic assay

2.0 SUMMARY AND EXPLANATION OF THE TEST

Prostate Specific antigen (PSA) is a serine protease with
chymotrypsin-ike activity (1.2). The potein s a singie chain
givcoprotein with a molecular weight of 28.4 kDA (3). PSA
derives iis name from the observation that it is a normal antigen
of the prostrate but s not found in any other nomal or
malignant tissue.

PSA is found in benign, malignant and metastatic prostrate
cancer. Since prostste cancer s the second most prevalent
form of male malignancy, the detection of elevated PSA levels
plays an important role in the early diagnosis. Serum PSA lsvels
have besn found too more useful than prostatic acid
phosphatase (PAP) in the diagnosis and management of
patients due o increased sensitivity (4).

In this method, PSA calibrator, patienl specimen or control is
first added to a streptavidin coated wall. Biotinyiated monocions|
and enzyme labeled antibodies (directed against distinct and
different epitopes of PSA) are added and the reactants mixed.
Reaction between the various PSA antibodies and native PSA
forms a sandwich complex that binds with the streptavidin
coated to the wel

After the completion of the required incubation period, the
enzyme-PSA antibody bound conjugate is separated from the
unbound enzyme-PSA conjugate by aspiration or decantation.
The activity of the enzyme present on the surface of tha well is
guantitated by reaction with a suitable substrale o producs
color.

The employment of several serum references of known prostate
specific antigen (PSA) levels permits the construction of a dose
response curve of activity and concentration. From comparison
to the dase response curve, an unknown specimen's activity
can be correlated with PSA concentration,

3.0 PRINCIPLE
imminoenzymometric assay (TYPE 3):
The essential reagents required for an immunoenzymometric

assay include high affinity and specificity antibodies (enzyme

and immobilized), with different and distincl epitope recognition,
in excess, and native antigen. In this procedure, the
immobilization takes place during the assay at the surface of a
microplate well through the interaction of streptavidin coated on

the well and exogenously added biotinylated monoclenal anti-
PSA antibody,

Upon mixing monoclonal biotinytated antibody, the enzyme-
labeled antibody and a serum containing the native antigen,
Teaction Tesults between the native antigemand the—antibodies; —
without competition or steric hindrance, to form a soluble
sandwich complex. The interaction is illustrated by the following
equation:

— Ky
m:N>c_3+ Agpsa + m5>§é N m:N>v >mvm>.m=_>vi.
Ka
ma>Pé =Biotinylated Antibady (Excess Quantity)
Agpsa = Native Antigen (Variabie Quantity)

m.._N>U = Enzyme labeled Antibody (Excess Quantity)

m3N>EE Agpsa-""Abym =Antigen-Antibodies Complex

xm = Rate Constant of Assaciation

k i Rate Constant of Dissociation

Simultaneously, the complex is deposited to the well through the
h affinity reaction of streptavidin and biotinylated antibody.
This interaction is illustrated beiow:

ENZAb g -Agesa-2"Abym+Streptaviding w =Immobilized complex

Streptaviding w, = Streptavi

mmobilized on well
Immobilized complex = compleéx bound to the solid surface

After equilibrium is attained, the antibody-bound fraction is
separated from unbound antigen by decantation or aspiration.
The enzyme activity in the antibody-bound fraction is dirsctly
proportional o the native antigen conceniration. By utilizing
several different serum references of known antigen values, a
dose response curve can be generated from which the antigen
concentration of an unknown can be ascertained.

4.0 REAGENTS

Materizls Provided:

A. Prostrate Specific antigen (PSA) 1ml/vial - Icons A-F
Sin {B) vials of references PSA Antigen at levels of 0(A),
5(B), 10{C), 25(D), 50(E) and 100(F) ng/ml. Store at
2-8°C. A preservalive has been added.
Note: The calibrators, human serum based, were

calibrated using a reference preparation, which was
assayed against the 1915 S6/ET0.

B. PSA Enzyme Reagent — 13mlfvial - lcon @
One (1) vial containing enzyme labeled antibody,
biotnylated monocional mouse IgG In buffer, dye, and
pressnvative. Store at 2-8°C.

C. Streptavidin Coated Plate — 96 wells - _noz,C
One 96-well microplate coated with streptavidin and
packaged in an aluminum bag with a drying agent. Store
at2-8°C.

D. Wash Solution Concentrate =20 ml -lcon '
One (1) vial containing a surfactant in buffered saline. A
preservative has been added. Store at 2-30°C.

E. Substrate A—7mbvial - Icon $*
One (1) bottle containing tetramethyibenzidine (TMB) in
buifer. Store at 2-8°C.

F. Substrate B — 7mljvial - Icon §°
One (1) bottle containing hydrogen peroxide (H,0,) in
buffer. Store at 2-8°C.

G. Stop Solution — 8mlivial - lcon

One (1) boltle containing a strong acid (1N HCI). Store at
2=30°C:
H, Product Instructions,

Note 1: Do not use reagents beyond the kit expiration date

Note 2: Avoid extended expasure lo heal and light. Qpenesd
reagenis are stabie for sixty (66) days when stored
at 2-8°C. Kit and component siakility are idendified
on the label.

Note 3: Above reagents dre far a single $6-well microplats

4.1 Required But Not Provided:

1. Pipelte(s) capable of delivering 25 & 50pl volumes with a
- precision of better than 1.5%,

2. Dispenser(s) for repetitive deliveries of 0.100ml and 0.350mi
volumes with a precision of better than 1.5%.

3. Microplate washers or a sgueeze boltle (optional).

4., Microplate Reader with 450nm and 620nm wavelength
absarbance capability

5. Absorbent Paper for blotting ihe microplate wells,

6. Plastic wrap or microplate cover for incubalion steps

7. Vacuum aspirator (optional) for wash steps.

8

9

. Timer.
. Quality conlrol materials
5.0 PRECAUTIONS
For In Vitro Diagnostic Use
ot for Internal or External Use in Humans or Animals

All products that contain human serum have been found to be
non-reactive for Hepatitis B Surface Antigen, HIV 1&2 and HCV
Anlibodies by FDA licensed reagents. Since no Known lest can
offer complete assurance that infectious agents are absent, all
human serum products should be handled as polentiaily
hazardous and capable of transmitting disease. Good laboratory
procedures for handling blood products can be found in the
Center for Disease Control / National Institute of Health,
*Biosafety in Microbiological and Biomedical Laboratories,” 2nd
n, 1988, HHS Publication No. {COC) 88-8395.

posal of kit compos

The specimens shall be blood, serum in type and the usual
precautions in the collection of venipuncture samples should be
observed. For accurale compafison fto esiablished normal
values, a fasting maming serum sample should be obtained.
The blood should be collected in a plain redtop venipuncture
tube without additives or anti-coagulants. Allow the biood to clol.
Centrifuge the specimen to separate the serum from the cels.
Samples may be refrigerated at 2-8°C for @ maximum period of
five (5) days. If the specimen(s) cannot be assayed within this
time, the sample(s) may be stored at temperatures of -20°C for
up to 30 days. Avold use of contaminated devices. Avoid
repetiive freszing and thawing, When asssyed in duplics
0.050ml of the specimen is required.

7.0 QUALITY CONTROL

Each laboratory should assay controls at levels in the low,
normal and elevated range far monitoring assay performance.
These controls should be teated as unknowns and values
determined in every test procedure perdformed. Cuality control
charts should be maintained to follow the performance of the
supplied reagents. Perinent statistical methods should be
employed ta asscerain trends. Significant dewviation from
established performance can indicate unnoticed change in
experimental conditions or degradation of kit reagents. Fresh
reagents should be used to determine the reason for lhe
variations.

8.0 REAGENT PREPARATION:

1. Wash Bufier
Dilute contents of wash concentrate to 1000ml with dis
or deionized water in a suitable storage container. Store at
room temperature 20-27"C for up to 60 days

2. Working Substrate Solution
Pourthe-contents-of the-ambervial-Habeled-Sol ANt
the clear vial labeled Sctution 'B'. Place the yellow cap on
the clear vial for easy idenlificalion, Mix and label
accordingly. Store at 2 - 8°C
Notel : Conotusat

ngy subsirate it i fooks blue.

Note 2! Do nat use reagents that are contaminated o
have bacteria growth.

9.0 TEST PROCEDURE

Before proceeding with the assay, bring all reagents, serum

references and controls to room temperature (20 - 27 C)

"Test Procedure should be performed by a skilfed

individual or frairred professional™

1. Format the microplates’ wells for each serum reference,
control and patient specimen 1o be assayed in duplicate.
Replace any unused wmicrowell skiips back intc the
atuminum bag, seal and sfore at 2-8°C.

2. Pipette 0.025 ml {25pl) of the appropriate serum reference,
control or specimen into the assigned well,

3. Add 0,100 m! (100ul} of the PSA Enzyme Reagent to each
well. It is very important to dispense al reagents close
to the bottom of the coated well.

4. 8 the microplate gently for 20-30 seconds to mix and
cover.

5. Incubate 30 minutes at room temperature.

6. Discard the contents of the microplate by decantation or
aspiration, If decanting, tap and blot the plate dry with
absorbent paper.

7. Add 350p! of wash buffer (see Reagent Preparation Section),
decant (tap and blot) or aspirate. Repeal two (2) additional

es for a total of three (3) washes. An automatic or

manual plate washer can be used. Follow the

manufacturer’s instruction for proper usage. If a

squeeze tottle is employed, fifl each well by depressing

the container {avoiding air bubbles}! o dispense the
wash. Becant the wash and repeat two (2} additional
times.

8. Add 0.100 ml (100pl) of warking substrate solution to all
wells (see Reagent Preparation Section). Always add
reagents in the same order to minimize reaction time
differences between wells.

DO NDT SHAKE THE PLATE AFTER SUBSTRATE ADDITION

9. Incubale at room temperature for fifteen (15) minutes.

10. Add 0.050ml (50pi) of stop solution to each well and mix
gently for 15-20 seconds. Always add reagents in the
same order to mi ze reaction time differences
between walis.

11. Read the absorbance in each well at 450nm (using a
reference wavelength of 620-630nm to minimize well
imperfeclions) in a microplate reader. The resufts shouic
be read within thirky (30} minutes of adding the stop
solution,

10.0 CALCULATION OF RESULTS
A dose response curve is used to ascertain the concentration of
PSA in unknawn specimens.

-

Record the absorbance obtained from the printout of the
microplate reader as outlined in Example 1.

NI

Plot the absorbance for each duplicale serum reference
versus the cormesponding PSA concentration in ng/ml on
inear graph paper {do not average the duplicates of the
serum references before plotting).

3. Draw the best-fit curve through the plotted points.

IS

To determine the concentration of PSA for an unknown,
locale the average absorbance of the duplicates for each
unknown on the vertical axis of ihe graph, find the
intersecting point on the curve, and read the concentration
(in ng/ml) from the horizontal axis of the graph {the
duplicales of the unknown may be averaged as ated),
in-the following example, the average absorbance {1,142}
intersects the dose response curve at {236 ng/ml} PSA
concentration {See Figure 1)




Note: Computer data reduction software designed for ELISA

assays may m_mo be cmma 3_. the data reduction

EXAMPLE 1
£ = I X -
5 5 58 g g% 8 5
o o = = _ o I <
® 2 = o) S
Al op1e
calA 0.019 0
B1 0.019
c1 0.279
caiB 0.276 5
D1 0.273
E1 0.567
calC 0.563 10
F1 0.559
G1 1.241
calD 8 1,213 25
H1 1.179
a2 .
calE 051 1.999 50
B2 1.947
c2 2.892 |
calF 2.833 _ 100
D2 2.775
Patient Es 1,189 1.142 23,6
F3 1.098

*The data presented in mxm:__u_m 1 and Figure 1 is for illustration
only hould no used i of a dose response

only and sheould net be us

prepared with each assay.

Figure 1
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11.0 Q.C. PARAMETERS

In order for the assay results to be considered valid the
following criteria should be met:

1. The absorbance (OD} of cal

rator F should be > 1.3

2. Four out of six quality control pools should be within the
established ranges.

12.0 RISK ANALYSIS

The MSDS and Risk Analysis Form for this product is available

on request from Monobind Inc.

12.1 Assay Performance

1. Itiz important that the time of reaction_in each well is held
constant 1o achieve reproducible results.

2. Pipetting of samples should not extend beyond ten (10)
minutes to avoid assay drif

3. Highly iipemic, hemolyzed or grossly contaminated
specimen(s) should not be used
4. If more than one (1) plate is used,
repeat the dose response curve.
~57 The™ “addition” of ~substrate solution | es @ Kinetic
reaction, which is lerminated by the addition of the stop
solution. Therefore, the substrate and stop solution should
be added in the same sequence to eliminate any time-
deviation during reaction.
6. Plate teaders measure vertically. Do nof fouch the bottom™
of the wells.

is recommended to

7. F re to remove adhering solution mamg:mﬁm_«\ in the
aspiration or decantation wash step(s) may resu paor
replication and spurious results.

8. Use components from the same lot. Ne inter g of

reagents from different batches

9. Patient specimens with PSA concentrations above 100
ng/ml may be diluted (for example 1/10 or higher) with
normal female serum (PSA = 0 ng/ml) and re-assayed. The
sample's concenlration is obtained by multiplying the result
by the dilution factor (10)

10. Accurate and precise pipetting, as well as following the
exact time and temperature requirements prescribed are
essential, Any deviation from Monobind’s IFU may yield
inaccurate results.

11. All applicable national standards, regufations and laws,
including, but not limited to, good laboratory procedures,
must be strictly followed to ensure compliance and proper
device usage.

12, It is important to calibrate all the equipment e.g. Pipettes,
Readers, Washers and/or the automated instruments used
with this device, and to perform routine preventative
maintenance.

13. Risk Analysis- as required by CE Mark VD Directive 1ISO
14971:2009 - for this and other devices, made by Monobind,
can be requested via email from Monabind@monobind.com

12.2 Interpretation

fdeasurements and interpretation of resuits must be

performed by a skilled individual or trained

tan__.mmm..o:m_.

2. lLzboratory one aspect
amﬂm_.:_ ing patient care and m:oc_a not be the sole basis
for therapy, particularly if the results conflict with other
determinants.

3. For vald test results, adequate controls and other
parameters must be within the listed ranges and assay
requirements

4. [f test kits are altered, such as by mixing parts of different

kits, which could produce false test results, or if results are

incorrectly interpreted, Monal

If computer controlled data reduction is used to _.;m:u_.mﬂ the

results of the test, it is imperative that the predicted values

for the calibrators fall within 10% of the assigned
concentrations.

6. PSA is elevated in benign prostrate hypertrophy (BPH).
Clinically an elevated PSA value alone is not of
diagnostic value as a specific test for cancer and should
only be wused in conjunction with other inical
manifestations {observations) and diagnostic procedures
Auamgm biopsy). Free PSA determinations may be helpful

n of BPH and prostrate cancer

13.0 EXPECTED RANGES OF VALUES
Healthy males are expected to have values below 4 ng/mi (4).
TABLE i
Expected Values for the PSA Elisa Test System
Healthy Maies <4 ng/mi

It is important to keep in mind that establishment of a range of
values which can be expected to be found by a given method
for a population of “normal-persons dependent upon a
icity —of factors: —the specificity of - the —method;
population tested and the precision of the methed in the hends
of the anaslyst. For these reasans each lsboratory shoukd
depend upon the range of expected values established by the
Manufacturer only until 2n in-house range can be determined by

the analysls using the method with a population indigenous lo
the area in which the laboratory is located.

14.0 PERFORMANCE CHARACTERISTICS

141 Precision
The within and between assay precisions of the tPSA
AccuBind™ ELISA test system were determined by analyses on
three different leveis of control sera. The number, mean value,
“standard deviation and coefficient of variation for each of these
control sera are presented in Table 2 and Table 3.
TABLE 2
Within Assay Precision (Values in ng/ml}

Sample N X S.D. Cc.Vv.
Level 1 20 0.7 005 7%
Level 2 20 45 0.20 4.4%
Level 3 20 28.3 1.07 3.7%
TABLE 3

Between Assay Precislon* (Values in ng/ml)
Sample N X S.D. (G
Level 1 10 0.8 0.09 11.3%
Level 2 10 43 0.25 5.8%
Level 3 10 Nﬂ 5 142 52%

*As measured i

ten experiments in duplicate

14.2 Sensitivity

The tPSA AccuBind™ ELISA test system has a sensitivity of
0.012 ng. This is equivalent to a sample containing 0.5 ng/ml
tPSA concentration.

14.3 Accuracy
The tPSA AccuBind™ ELISA method was compared with a

Stho,
ethod

reference
and elevated concentrations were assayed, The total number of
such specimens was 241, The least square regression equation
and the correlation coefficient were computed for the tPSA
AccuBind™ ELISA test method in comparison with the
reference meihod. The data obtained is dispiayed in Tabie 4,

TABLE 4
Least Square
Regression Correlation
Method Mean Analysis Coefficient

This Method (X) 562
Reference (Y) 557

y=-0.0598+0.98(X) 0.987

Only slight amounts of bias between the tPSA AccuBind™
ELISA method and the reference method are indicated by the
closeness of the mean values. The least square regression
equation and correlation coefficient indicates exceilent method
agreement.

14.4 Specificity:

No interference was detected with the performance of tPSA
AccuBind™ ELISA test system upon addition of massive
amounts of the following substances to a human serum pool.

Acetylsalicylic Acid 100 pg/ml
Ascorbic Acid 100 pg/m!
Caffeine 100 pg/mil
CEA 10 pg/m
AFP 10 pg/mi
CA-125 10,600 U/ml
hCG 1000 U/ml
hLH 10 1U/mt
hTSH 100 miU/m!t
hPRL 100 pg/mi
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Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2012

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-
Vitro Diagnostic Medical Device Immunoassays,
and Related Reagent Products and Equipment

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: st b A

Geraldine Larkin RS Susan Murphy A #y <y

Chief Executive Officer European Medical Device ’
Operations Manager

Registration Number: MD19.4585

Certification Granted: May 18, 2010
Effective Date: Oct 29, 2017 .
Expiry Date: Oct 28, 2020 B
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Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays, and Related Reagent Products
and Equipment

Activity Location

Headquarters, Design, Monobind Inc.

Manufacture 100 North Pointe Drive
Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacture, Design Moncbind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager
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Kpacureas Asyp-303un no Pomanosckomy (MunnMes-P) !
TY 9398-003-29508133-2011

Cepnsn 20-18 Jlara n3revoBaenns 11.2018 ¢. Menonn3osars a0 11.2019 2,

1. Hasumauele
IpesmasHadcH Ui OKPAIuHBARHS (OPMEITILIX JIEMEHTOR KPOBH.

2. Texnuuvecrue TpedoBanus

I Hansenmosanne nokasares HopMma no TV PeaviakhTaThl HCHLIT A
1. Brenmuii BuA
) TeMHO-CHISS CHPOHOOOPA3 AN HHUAKOCTH €3 o 3
1.1, Kpacurens . coomsemcmesyeh
HEPACTBOPHMBIX IpHMeceH 1
1.2, bydiep docdaritsii IIpospausad 6ecuBeTIIAN KHUAKOCTE coomeememeyen
2. [InorHocts pacrBopa
KPAacHTes [[PH KOMHATHOM 1,000 - 1,100 1ot
remmeparype 20:2°C, r/om?
3. Bpems nactymeH s oKpack
Maika (IIpH pa3sReIeHIH 50 30
kpacuress 1119, Mu, ne Gojtee
IPUTPOIUTLI — POBOBLIE € CEPRIM OTTEHKOM, Gexeno- PO3OBRIC € CCPRIM
ROPHUHEBBIC OTTEITKOM
AUPQ HCAKOUSTOB — drojeronpe noneToBLIC
LIMTOILIAMA AUMPOURTOR — Tonydas, cepo-ronydas; ronydas
MTOIsNA  HeitTpodrIos — GIeo-po3oBad, cepo- _ ,
v | 1“ teifrpod FAO-L a5 OJICHHO-PO3ORAN
4. Orpacka hopMerninx pazoBad, e
JEMERTOB KPOBH sepuscTocts  weitrpoduson -~ duoseroBas, Kpacio- Kpacro-QHONCTORAR
¢nosierasasn,
3EPHHCTOCTH JO3HHOQHIOB — KEHTO-OPAUKEBAA, POZOBO-
SEPUHCTOCTH JOSHIOGHAO F P KEITO-OPAHAEBIA
duoseropas;
o |
aepHUCTOCTh Da30(hHI0B — HONCTOBAS; (prrosieToRAs |
'POMOOIHTEL — PO30B0O-PHOACTOBHIE, POIORO-CHIIE-
TPOMGOLHTEL — PO30BO-pic < 1 PO30BO-PHONETORbIE
bHONECTOBDIC

3. TpaucnopTEpoBaHle H XpaneHie

TpPaHCIIOPTUPOBAHME KpacHTeNs~-PHKcatopa JOMKHO HPOBOJHTLCS BCCMHM BHAAMHM KPBLITOTO Tpalcnopra npu
temuepatype oT O g0 25°C B COOTBETCTBUM ¢ NPABRIAME FEPEBO3KM IPY30B, JICHCTBYIOUUIMIE HA JIHHOM Biie
rpancnopra. Kpacurem, cieayer XpatnTh TpH TeMaepaType oT +3° x50 +25°C B TeMIIOM MecTe, BAAM OT KHCAOT H
Hieflodel B reseie Boero cpoKa roJgHoCcT.

4. FapanTHy HITOTORKFCAS

VBroToRdTells  rapARTHPYET  COOTBETCTRHE  KpacHTemt  Asyp-bosuia 1o PomasonckoMy (MunuaMe/-P)
rpeGonannam TY 9398-003-29508133-2011 npi codmoaeniy norpebnTeaeM YCIOBHIE TPARCHOPTAROBANMS, XPAHCHNS i
JIPHMEHCHHS B TEYCHHE BCEI'D CPOKA TOJMHOCTH.

Hauansuuk [ITO Baouu B.A.
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OVNAXUM-TEMUCTENH-PTL-50

HNHempykyust no npuMereHulo pacmeopa 6punuaHmogozo
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Tonkkoe Ane in vitro AMarAocTHERW!

HA3ZHAYEHHUE

Pacteop BPUJIJIMAHTOBOTO KPE3WJ/IOBOTD CHHEID
AJ14 OKPACKW PETHUKYJIOLUMTOB, pance no TEKCTY -
pacTsop, npefjHa3zHa4veH O] NPUMeHEeHHA B Ha4decTse

KpacuTens PETUKYNOUHTOB CYMPABHTANEHBIM
Npo6UpOYHBIM MEeTOA0M. Henoassyercs pns
MOHWTOPHHIa  0BMIEr0  COCTOSIHWS — OpraHWZME o
UBMeHEeHWH, PO CXOISALIMX npu PEZIHMHEX
3a60eBaHUAX.

XAPAKTEPUCTUKA PACTBOPA

Cocrag: pacTBOp MpeAcTaBAseT coboi 1% pactaop
CYXOTO KpaCUTeNs 6PUIIIaHTORbIH KPE3HI0BhIH CHHERA
B 0,9% pacTBope HaTpus xnopucToro - 50 npoékpok
Thna 3nnexgopd (o 0,1m).

Yucao anajnzUpyeMerx npoé: 50,

IIpMHOKN MeToAa: NPH B3aUMOAEHCTEMY KPaCHTERA 1
PETUKYNOGUNAMENTO3HON CYBCTaHIUM 1O BIX
SPUTPOUWTOB BbIABASETCA CHHE-3EEHOE OKPALIHEAHHE,

AHATHTHYECKHE XAPAKTEPUCTUKHA
PACTBOPA:

HopMmaibHbIE 3HAYEHHS:

OTHOCHTeNbHOE KOJIMYeCTBO peTHKyfouuTos 0,5-1,2%
ABconoTHOE KOHYecTRO peTuKyNounTor 30-70%10% /1

MEPBI ITPETOCTOPOXKHOCTU:

loTenuManbHBIR PUCK NPHMeHeHHs Habopa — KAace 2a.
PearenTsl, BX0ASLME B COCTAB PacTBOpa, B
HC0/Ib3yeMOH KOHLEHTPaNUK He SBASKITCS
TOKCUYHBIMH,

Mpu paGoTe ¢ Habopom HeobxoauMo COBMNIATE
“TipaBuna VCTpoUcTea, TeXHW oCTH,
MPOW3BOACTBEHHON CaHUTapHH,
POTHBO3NUAEMHUYECKOT0 PEXUMA WM JAMYHOW [UTHEHb!
npu pa6oTe B JabopaTopuax (oTZesSeHUsX, OTAenax)
CaHUTAPHO-3TMHUAEMHUOJIOr MY €CKUX YUPEKAEHUHA CHCTEME]
Muuncrepcrsa 34pasooxpanetins CCCP (Mockga, 1981
r.).

Mpu paGoTe ¢ GHONOrUYECKMMH KUAKOCTAMHM CJAefyeT
Ha/eBaTb OJHOPA30BbIE Pe3UHOBLIE NEPYATKH, TAK Kak
HccaelyeMbl¥  MaTepHan  ABJISETCS  NOTEHUHAJILHO
HHBHIMDOBIHHBIM, CNOCOGHBIM  JAHTEALHDE BREMA
COXpaHATE WAH Tepedasate BHY, eupyc renatarma wau
NoGoR gpyrod BOIBYIHTENs BHpYCHOH wHbexuuH. Bee
MCIIOMBIORAHHLIE  MATEpHaNkl  ARIMHOWIHPOBATL B
CODTHETCTHKH € TpeGopanuamu MY-287-113.

Gez3pnacrocTy

OBOPYIOBAHME U MATEPUAJTBL:
= CEKYHIOMED;

MHKDOCEOI;

CTEKNIA NpeIMeTHLLE;

MPOGHPKH CTEKNSTHHbLE;

[EpYAaTEY PEINHOBLIE.

AHATTH3IHPYEMBIE IPOELI
Hccaeayemetii maTepuan: cBexas KaNWJNSpHas WM
BEHOFHAA KPOSk.

MTPOBEJTEHWE AHAJIW3A:

1. BuecTH B npobupky 0,2 MA cBeXXed KanuanapHOH

kpoed, ofipaBoTarHo#t waM  He ob6paboTaHHOM

AHTHKOATYALHTOM;

TuaTensHo nepeMewaTs;

Brigep#aTe NpW KOMHAaTHOW TemnepaType (+18 -

25°C) B Tederre 30 MURYT;

4. TIOBTOPHD MepeMewaTs;

CaenaTe Ma3KU HA NPEAMETHBIX CTEKAAX € MOMOLLEI0

Goslee y3KOro MpeAMETHOro WwanboBaHHOrO CTekaa

cAenyomnM o6pasom:

MomecTiTs Ba npegMeTHoe cTeko (oTcTynue Ha 0,5 - 1

CM OT y3KOrO Kpas) Kanjlo KPOBW, CMEWaHHYK C

pacreopor. TlpeaMeTHOe CTEKAQ CAeAyeT gepxaTb Ha

CTOJiE WAW 8 NeBod pyxe 3a yskMe Kpad. [lpaBoii pykoii

TPHCTAEMTE WINGOBaHHOE CTEK/I0 YSKUM KPaeM K CTEKAY

C KPOBLH: CAEES OT KalUlW NoA yraom 45° U MPOABUHYTL

Ero BAPAaHo [0 CONPUKOCHOBEHUA C Kalneh KpoBW.

BLIEIATE Z0 TEX MOp, TOKAa KPOBb PACILILIBETCS MO BCEMY

pefpy WANGOBIHHOTO CTEKIa, K 3aTeM JIETKUM BbICTPbIM

ZABHXXEHUEM NpPOBECTH ero clpaBa HafleBO IO Tex Top,

noKa He av._hﬁ, MCHepPIdHa BCR Ranaq.

Kanns kposu gonmwua GuiTh Hefionewol ¥ copasmepHa

TaK, 4ToBk BECL MAZ0K OMEMANCA HA CTEKNE, HE A0X0AA

1 - 15 cM 1o ero kpas. Heis3s cHALHO HaWHMaTbh Ha

CTEKND, Tak KaKk KHNeTEH KpORH MOCyT OK333TbCA

NOBPEAAEHHEIMY, XOPOUID CAGNAHHBIR Ma30K TOHOK M

OKIHUHBAETCR "METENOUKON".

6. Mocne npUTOTORIEHMA MAZKK BRICYIIMTE Ha BOZAYVXE H
MHKPATHOTHPOBATE,

W

(0L

M

PesyabTaThi

PeTHKYAOUHTS BbISBANIOTCS B BHAE 3€7€HOT0 WAH
roNyGOBATO-3e/1€HOM0  LBETa ¢ 3ePHUCTO-CeTHaTOH
cyBeTasumell TeMHO-CHHEro HAM TEeMHO-GHONETOBOTO
YEET3,

MofcyeT peTHKYNOUMTOB TNMPOM3BOAWTCE MUHHMYM Ha
1000 spuTtpouuTOB

MbI roTOBLI NPEROCTABUTL NKIBYHO KOHCYNETALNOHHY G U NPaKTUYEecKyto NOMOUL o
NpoayXu¥y cOBCTREHHOTO RPOUIBOACTBA:
KpacuTenu gns remMaTonoruu u UMToxumun, mukpobrnonorus (812) 740-16-45, 8-800-333-73-24.

OUAXUM-TEMUCTEWH-PTL-50

UHcmpykuus 1o NpUMeHeHU0 pacmeopa GpuruaHimnoeozo HOD

Kpe3unoeozo cuHezo dNA Okpacku pemukynoyumoe (npodomwenue)

| YBeJUYNBAACH DK TEMOJIHTUHECKUX _Aﬁ:mmu&n

Mo cremenn 3penocTU paziH4aloT 5 BUI0R |
PeTHKYTOUUTOB:

(1) - pPeTHKYJIOLNTLI, UMeKOLLKE AADO
(apuTpoHOpMOGAACTLI), 3EPHUCTOCTH Y RUX
pacrofiaraeTcs B BUjle NIOTHOTO BEHYUKa BOKPYT R/1pa;
(2) - peTHKYNOUUTE!, UMEOUIHE 3EDHUCTO-CETYATYIO
CYyB6CTaHLMIO B BH e KAY6Ka UIH TAbIGKH;

(3) - peTHKyNOUUTLI, HMeTOlAe 3ePHUCTOCTD B BULE
TYCTON CeTH;

(4) - peTHKYIOUMUTOR, UMEKOILME 3EPHUCTO-CETHATYIO
cyBCTaHLUI0 B BU/e OTENbHBIX HUTeNH;

(5) - peTHKYNQUUTEI, CofepiKallie OTAeNLHbIC
3epPHBILIKY.

B nopme, noutu 80% peTukynounMtos oTRocuTCA K [V -V
rpynnam.

B Hopwme B nepudepuueckoil Kposu cogepkurtes 0,5-
1,2% peTuiyA0UUTOB (OT 06IIET0 YNC/IA 3PUTPOLUTOB)

YBennyeHUe PeTHKYIOUUTOR B NepudepHieckoi
KPOBU (PeTHKY/I0IIUTO3) 0TMeYaeTcA:

* (IpH FeMOJUTHYECKMX aHeMUAX (M CN0 PETHKYJIOUMTOB
MOXeT L0XOAHTL 00 60% U Gosee (0co6EeHHO CHABHO

 TPYU OCTPBIX KDOBOTOTePAX (Ha 3 - 5 cyTku nacre
KPOBONOTEePH BO3HUKaeT PeTUKYJONMUTAPHBIH KpU3), B
TOM YUCE, YBEIHUEHUE PETUKYIOUNTOR O3BONIAET
3aM0J03PHUTD CKPBITOE KPOBOTeYeHHe (HanpuMep, y
GONLHBIX I3BEHHON 60/1e3HBI0 XENYL0NHO-KHAIIEYHOr0
TpakTa, 6pHWHEM TudomM);

* MpU MaaApUY;

 MTpM NONTULUTEMUY;

 IpU JIEHeH UM XKeTe20M Kefle304ebULUTHBIX aHeMu it
(uepes Heckonbko ARed (3 - 10) nocne Havana
dHTUAHEMHUYECKOTO NedYenun :mUISESOwIO_N mIm_SSSHH
« pY OCTPOM HELOCTATKE KUCJIOPOAA;

SIS GRAZ %4 D_‘_.—\.Ko.mwm\nm B HOCTHLIE MO2T.
CHIKeHHe KOJTU9eCTBa WIK OTCYyTCTEHE
PeTHKYJIOIUTOB (PETHKYJIOLUTONEHHA)
HABA0JAeTCA:

[P} apereHepaTOPHBIX aMJIaCTHYeCKUX U
TUTMONIACTHYECKUX aHEMHUSAX;

@ [IpK aHEMWAX, BbI3BAHHLIX HEJOCTATOYHOCTHIO
coJepXanus xKesesa, BUTaMUHa B12, poauepoit
KUCITOTBI (MUKPOLHMTapHO-THIIOXPOMHBIE H
MerajgobaacTHble aHeMUn);

= IpH TaJlacceMuH;

* [1pK CUAepoBIaCTHON aHEMUK;

* TP METACTAa3ax paKa B KOCTh;

© IpX JIy4eBGi 601€3HU ¥ Iy4EBOH Tepanuy;

© IpY JIeYEHUU LHTOCTAaTHKAMH;

= IpY ayTOMMMYHHBIX 3a60JIeBAHUAX CHCTEMET
KDOBETBODEHHS;

* Npu 3a60J1eBaHUAX NOYEK;

* [IpU aIKOTOTUBME;

* Npu petuuBe aHemMuu Agiucona-Bupmepa;
* NPt MUKCeAEME.

PaKTOPHI, HCKAXAKUHe Pe3YILTAT 1a60paToPHOro
HCCIeA0BAHUSA COALPXKAHNA DETUKYNOLHTOB:

= HenpaBW/IbHBIA BLI6OD aHTUKOATYIAHTA WK
HEACCTATOYHOE NlepeMelllBaHue KPOBU €
AHTUKOATYJIAHTOM;

¢ JNUTENIBHOE CAABRJIUBEAHUE DYKH KTYTOM;

» nipueM cytbdaHnaaMuoB (BO3MOXKHEI KaK
3aHWWEHHbIE, TAK U 3aBbLIUIEHHbIE ﬂmwv\\_r._-m.:u;..

« Nepe/iMBaHKe KPOBU He3aJ0Jr0 L0 UCCIe0BaHNS;

* TEMOJU3 EUD@_& KpoBH

YCJIOBUsL XPAHEHUA, TPAHCIIOPTHPOBAHYA K
OKCIUIYATAUUN

TpaHcrnopTHpOBaHHE.

TpaHcMOpTHpOBaHKE pacTBOpa NPOWIBOAUTCA BCEMM
BUJAMU KPBITIX TPAHCTIOPTHLIX CPEACTB B COOTBETCTBHM
C TpeGoOBAaHMAMU W NpaBWIAMU [ePeBO3KY TPY30B,
AeACTBYOUWMMHA Ha JaHHOM EWJe TPaHCNopTa, OpH
TeMnepatype oT +2°C go +8°C.

XpaHeHnue.

PacTBOp MO/MKeH XPaHMTbCH B YNakKosKe NpeApUATHA-
H3TOTOBUTENS B KPBLITBLIX BEHTHAUPYEMbIX MOMEUIeHUAX,
He JOMNycKas BO3AEHCTBUA TMPAMbBIX CONHEYHBIX Jydew,
npu Temnepatype oT +2°C a0 +8°C B TeyeHue BCero cpoka
FOAHOCTH,
IKcnyaTayus.

PacTBop cTafusier mnocie BCKPHITHA GAaKOHA NpH
TeMnepatType o1 +2°C Ro +

FOJHOCTH TMPH YCNOBHH JOCTaTOMHOW TepMeTH3aluy
brakoHa.

Jna monydeHMa HafeXHBIX pPe3yALTaToB Heo6XoAuMo
cTporoe cobiofleHe WHCTPYKUWM 10 OpUMEHEHHIo
pacTeopa.

8°C B TeyeHue Bcero

Cpox roawocTu: 1 rog co aua npueMxd OTK
NpeanpUATUA-U3TOTOBUTENA.

Mbt roToBEI NpeAOCTaBUTE NMI0GYI0 KOHCYIILTAUMOHHY0 U NPAKTUHECKYH no

NpoAyKUMN COBCTBEHHOTO NPOU3BOACTRA:

KDACUTENK 0715 reMaTonorMm U LUTOXuMun, Mukpo6uonorus; {812) 740-16-45, 8-800-333-73-24,

ABPUC+ _

L e e e e e e e e
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Haoop pearedaToB «Macno umMMepCHOHHOE)
no TY 9398-011-29508133-2009

Cepun 28-18 | Hara wsroresaenus 01.11.2018

1. Hasuauenue
Henosmsyeres Ui aAOXPOMATHICCKHX B AXPOMATHYECKHX  OOBCKTHROB MHKPOCKONOR BCEX  BIJIOB, kpoase
JHOMHHECHEHTHBIX, HPeAHA3HAMEHHLIX 15t pa0OTHL B BHANMON 06/1aCTH cileKrpa.

2. Texwmseckne Tpefonaimn

XapakTepHeTWRa i

PesvibrarTs! aua/iinia
wopma o TY Y !

Haumesopante mokaareny

{Ipospaunag GeclBeTHasN HHIAKOCTE CO

S ] ) e coomeemeneyen!
CHADLIM JKEHTORATHIM OTTEHKOM ‘

Buemuuid amj1

ﬂ%ﬁgxiocn, KHHEMATHYECKas [TPH TeMIICpaTypE Or 220 1579
20°C
I2 [(;Lxcaaa*rem, NPEIOMIICHUSL IIPY TeMIepaType O1 1.5150 0 15180 15155

440 1 u - 94, )
'y AT KA acia. @ Te MeTee
Kospduumient nponyckanug Macna, % He Menee 70 540 1w - 100, 0

HMMLPCH(}HII()L Macjo JIErko yaausercs ¢ NOBEpXHoc TH HIpenapara, (I)})OHT&UEI:HO?I STHHBL ¥ O]'lpﬂBH O(T)CKTHBZE
|

HHEPTHO K OKpalIcHHLIM H HEOKpAHIEHHLIM TIpenapaTamM. i

YHakopka ~ (GAakon-kaneIsuiia smectnmMoctsio 100,0 M1 ofecieyunact akKypaTnoe H SKONOMHIHOE hatecene

Macla Ha I]pt.[iciprtl . ‘
Cpor rojinoeTy — 1.5 rojia ¢ Jiarhl M3rOTORICHIS. ‘
3. Tpancnop THPOBAMNC B Xpallenie |
Tpancaoprupopaine JoIHHO rlpmmﬁnmw BCEMM BIIAMH KPBITOTO TPAUCIIOPTA B COOTBETCTBHH C NPABIIIANMH
(1CPEBOIKH IPY30B, JICHCTBYIOMEMI HA JAHHOM BIRAC mauumpm Xpaneuse - 3 yIAKOBKe npcmlp};mu;{-mlowmuum B
HPOXJIAMHOM MECTC NPH OTHOCHTENLHOMN BIAKHOCTH BO3tyxa He Gojee 80% B MecraX, 3aulPILCHHBIX OF ao:s,iuyc THHA
IPAMEBLX COITHEYHLIX J'I)f‘[t‘.ﬁ, EI'I'M(}CIIIBI'IHI-IX QCAJIKOR H ai‘pECCI‘]BHLiX C]“"l B TCHCHHC BCCTO CPOKa FOAHOCTH.

4, TapauTa H3roTOBHTeNS
H3roToBHTeIE PAPAITHPYCET COOTBETCTBHE kauecTsa nabopa pearetros «Macio HMMEPCHORHOE) tpebosanmsim TY
9398-011-29508133-2009 1ipy cobirojieHHK NOTPeOMTEACM YCIOBHIT TPAHCHOPTHPOBAHHS, XPAHCHHA H# IPHMCHCHHA B
|

\
TeYeHle BCEro CpoKa FOANOCTH.

Hauanenuk I[TTO Batuu B.A.
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Yrsepuwaeso npuiasom Pocanpasnansopa
No 8861+[1p/09 ot 05 Hos6ps 2009 r

HHCTPYKL A

no npumenernto «HaBopa peareHTos s ONpPEACICHHSA rPy I
Kposk uenosexa cucreM ABO, Pesyc u Kell»
(Llonuinons ante-A, antu-B, autu-AB, antu-Al, antu-Aca,
antu-D cynep. autu-D (IgG), antn-C cynep, aHTH-C cynep, anTu-E
cynep, aatu-¢ cynep, antu-Kell cynep) no
TV 9398-101-51203590-2009

(oaukaoH aHTH — A — MOHOKJIOHAJILHBIC
(IgM) aHTHTeIa K AHTHIEHY Aj
Ionuknaon aHTH — B — MOHOKJIOHAJILHbIE
anrutena (IgM) k anTureny B;
Ioaukion autu — AB — MOHOKJIOHAJILHBIC
anturena (IgM) k antureny AB)

TY 9398-101-51203590-2009

PY Ne @CP 2009/06043 ot 05.11.2009

I. HABHAYEHME
LlonuknoHel AHTH-A, AHTH-B 1 AHTH-AB npeaHaszHaueHbI A
OMpEEsenns TPy KPOBU denoBeka cuctemMbl ABO B nipsimeix
peakUusaX reMarrJUOTMHALMH,
2. OCHOBHBIE CBOMCTBA
Loiuknonos Auntu-A, AuTu-B n Antn-AB
2.1. MoHOKIOHAJBHBIE aHTH-A, aHTu-B u aHTU-AB anturena
NPOAYLMPYKITCA FeTepPOrudpPUAOMHBIMHU KIETOYHBIMHK IMHUAMU.
LIOJIMKJIOHB] antu-A, antu-B # antn-AB uarortapjusaetca
Ha OCHOBE KY/BTYPATbHBIX XMIKOCTEH, KOHIMUMOHUPOBAHHEIX
KAETKAMU-TIPOJIYLEHTaMH aHTUTEN. TeXHOJIOTHs NMPOW3BOACTBA
peareHTOB | HCKJIFOYAET BO3MOXHOCTL WX  KOHTaMMHALMH
0ATOMEHHBIMH [UTS UEJIOBEKA BUPYCAMHU,
2.2. LIOJIMKJIOHbI antu-A, antu-B u anTH-AB CcoaepKHT
aHTUTEeNa, OTHOCcAIMeca K kiaccy IgM, KOTophl€ BBI3BIBAIOT
arrmotunatio A+, B+ u A+B+ spurpoumtos. PeareHtsl He
COMEPXKUT aHTHTEN APYTUX CeUHUIHOCTEH W IIPUMEHSCTCA
A BBISBJCHWS aHTUreHoB A W B B apurpoumtax mo6o#
rpyTifbl.

3. OIIPEJEJIEHUE AHTUTEHOB CUCTEMbBI ABO

3.1 Onpenenciine aHTHIeHOB CUCTEMBI ABO 1pon3BOAMTCS B
HAaTHBHOM KPOBH C KOHCEPBAHTOM, B KPOBH 0€3 KOHCEPBAHTA, B
TOM YUCJIE B3ATOI U3 NasbLa, OJHAKO CIAEAYET YUMTbIBATh, YTO
AN TIOAYUEHWS HAREKHOro pesyssTaTra Tpebyercss BBICOKas
KOHLIEHTpalus 2puTpountoB. Hcrone3yetca MeTon npamoi
reMarrtoTHHALKK Ha TIIOCKOCTH.

3.]1. B syHKH OZHOPA3OBOro WM MHOIOPa3oBOro rUIAHLIETA
HAHECTH LIOJIMKIOHBl aHTH-A, aHTU-B 1 antu-AB no oaHo#
Sonpwoii Kare (0,05 Mi1) 104 COOTBETCTBYHOLIMMU HAIITHUCIMH.
3.2. PsaoM ¢ KanjisMM LIOAMKJIOHOB HAHECHTe 10 OOHOH
MalTeHbKOoM kare uccaeyemott kposu (0,01-0,03 mn).

3.3. Pazubimi masioyKaMu cMeIIainTe KpoBhL C PEAreHTOM.

3.4, HabmopaiiTe 3a XOAOM peakUMU ¢ LOJHUKIOHAMH
BU3YabHO npu JIETKOM MoKaunBaHUK TUIaHLIeTa.
ArTMIOTHHAIMA — SPUTPOLIUMTOB € LIOJAMKIOHAMH  OOBIYHO
HAaCTYMNaeT B MepBbic 3-5 cexk, HO HAOMOAEH e ClelyeT BECTH 3
MHH BBHIY OoJsilee MO3OHEro TOSIBJIEHMS AarrJlOTHHALMK C
IPUTPOLMTAMM,  COAEpKAlUMK  crialbele  pasHOBUAHOCTH
aHTHreHOB A WK B,

3.5. PesynnTaT peakuuMu B KaXIOW JyHKEe MOXeET ObITh
MONOKUTENIEHBIM UM OTPHLATENBLHBIM.  [1070KHUTENBHBIH

pe3yJLTaT  BhipaikaeTcs B a@rrmioTHHALMH (cknenpannm)
SPUTPOLMTOB, ATT/IIOTHHATEI BUIHEI HEBOOPYEHHBIM MIa30M
B BHAE MEJKHX KpPAacHbIX arperaroB, OBICTPO CIMBAKOLIMXCH B
kpynubie  xsombs, [lpy  oTpUUATENBHON  peakuuu  Kanmi
OCTABTCA PABHOMEPHO OKPALIGHHOH B KPacHslil  LBET,
arrNioTHHATEL B HeH He 00HapyKHUBAIOTCH.

3.6, Wurepnperaums pe3ynsTaToB PeaKLUuy arrmoTHHALHN
pceneayemoii  kposu ¢ LlosMKnoHamMn  NPEACTAaB/ICHbl B
Tabnuue. i

Pesynbrar peakuuu® c Hcenenyemas KpoBb
LOMHKJIOHOM MIPYHALIEKHT K
aHTH-A  aHTu-B  antu-AB rpynne**
0 0 0 0D
+ 0 + A(D
0 + + B(IIT)
+ + + AB(IV)

*3HakoM TUnoc (+) 0603HaYEHO HATHYHe arrm()TnHalimu,
3gakoM (0) - ee OTCYTCTBUC | ‘

** OxoHuatensHo ABO npunaanexHocts yc‘LraHaBny;BaeTc;l
[0 Pe3yJIbTATaM [IEPEKPECTHOTO ONPEASTCHUS: AHTUTIEHOB A H

B Ha SPUTPOLHTAX ¥ H30TeMATTIIOTUHHHOE B CBIBOPQTKE.

4. Koutpoab cnennpHYHOCTH peakuH ATTIOTHHALMY
[Ipu MONOXUTENBHOM PE3y/BTaTe PEAKLUWH arrmoTHHaUKK cO
pecemu TpeMs  osukioHaMu HEOBXOAMMO  WCKIIOYUTh
CMOHTaHHYIO  HecTIeUHhHUIECKYIO arrMIOTMHALMIG  Mccne-
ayemblx aputpouuTos. [ns sroro cmemaﬁn# Ha ﬂﬂ(i)CKOCTM |
KAMMO  MCCHedyeMoi Kpoeu  (3pUTPOUMTOB) ¢ Kareh
dusuonoruueckoro pacrsopa. Kposb MOJKHO OTHECTH K
rpyrme  AB(IV) Tonsko mpH OTCYTCTBMM  armyIOTHHALMH
APUTPOLMTOB B (PUIHONOTMYSCKOM paCTBope.\ ‘

Host KOHTPOJIA cneumbuqucmi
HCTIONE30BATh CTAHAAPTHBIE SPUTPOLIATEI. |
5. ®opma BBINYCKA ‘
LIOJHKIIOHE! BBIYCKAIOTCS B XKUIAKOH dopme BO $na1<0Hax-
kanesbpHULAax ooseMoM 5 W 10 mi (1 kanna ¢ocrassher 0,05 —
0,1 mn). Lonuknon antH-A - KPACHOro LBET4, aHTH-B -
cunero W antH-AB - GecuserHelii. B kauecTRe KOHCEpBAHTA
[IPHMEHSIETCS A3HA HATPHA B KOHEYHOH KOHLCHTPaLHH (0, 1%.
6.Xpaneune

Cpok XpaHeHWs — ABa rofla B Xonoauashuke npu 2-8°C.
BekpniThl i ()1aKoH rofieH K MCHOJIB30BAHWIC 1PH XPAHEHNH B
XONOAMNLHUKE B FEPMETHUHO 3aKPLITOM BHAE B TEUEHHE BCErO
CpOKA FOAHOCTH.

|
HeOOXOAMMO

7.Pexmamauns.

OCHOBAHMAMM [IISl PEKIAMALiK ABNAIOTCA: OTCYTCTBHE
AKTMBHOCTH, HECTIELIMDUUHOCTh, HApYWUICHWE LEJOCTHOCTH
¢akoHa, HaIM4We XJIOINBER, HWCTEKIIMA CPOK |FOUHOCTH
pearenta. [Ipy cOCTaBJAEHHMM peKaMalliu npoova yKazaTb
AaTy MonydyeHus, rnocrapuinka (ecn Bul monyvnin Tosap He
OT NPOM3BOAWTENA), HOMEP CEPHH, MPHUMHBL, O KOTOPBIM
pearenT npuiHad HeroaHeiM. [TpocHM NpHAOHKKTE TPOTOKON
¢ pesyaLTaTamu [POBepKH peareHta W 2-3 HEBCKPBITHIX
dnakona ¢ Lonnknonom. Peknamaumio ciefyer HanpasTs Ha
NpeanpuATHE-H3TOTOBHTENb

|

[IpeanpusiTHe-U3rOTOBHTENb: ‘
000 «MEJUKJIOH»,

127276, Mocksa yi. Borannueckas 35,

Ten. (499) 502-1214

www.mediclone.ru



YrsepikaeHo npukasoM Pocsapashagsopa
No 8861-T1p/09 ot 05 Hosbpa 2009 r

NHCTPYKIIHZI
1o npumenernto «Habopa pearenTos 1/ ONpeACAeHHS
rpynm kpoBu yeoseka cucreM ABO, Pesyc n Kell»
(Llomuiions! anTu-A, antu-B, autu-AB, antn-Al, aHTH-ACH,
arrn-D cynep, autu-D (IgG), antu-C cynep, antu-c cynep,
anri-E cynep, antu-e cynep, antu-Kell cynep) no
TV 9398-101-51203590-2009

(Mosmknon ant — D cynmep — MOHOK/IOHA/ILHbIE
anrutena (IgM) k antureny D)
TY 9398-101-51203590-2009
PY Ne ®CP 2009/06043 ot 05.11.2009

1. HABHAYEHHE

HOJIMKJIOH ArTu-D cynep npeiHazHaveH Ana
soiseiedHnss  antureHa Rho(D) cucremel Pesyc Ha
SPUTPOLIMTAX 4eIOBEKA B PeaKU|H NPAMOi remarriio-
THHALHUH.

2. OCHOBHEBIE CBOMCTBA

2.1. MOHOK/IOHaNbHEIE YenoBedeckue aHTU-D anturena
OPOAYUMPYIOTCS MeTepOrHOpHIOMHOM  KIETOYHOH JINHWEH.
LIOJIMKJIOH Anti-D cymep M3roTaB/IMBacTCs Ha OCHOBE
KyJIETYPaibHOM SKHUIKOCTH, KOHIMUMOHUPOBaHHOH KIIETKaMH-
npoayueHTamu antuten. TeXHoIorus npousBoACTBa peareHTad
WCKJIKOYAET BO3MOIKHOCTH €0 KOHTAMMHAUMH [1aTOrCHHBIMH
JUIA UEJIOBEKA BUPYCAMHU,

2.2, LOJIMKJIOH Antu-D cynep cogepuur IgM
AHTHTENA, KOTOPBIE BBIBLIBAKOT IIPSMYIO arrmoTHHauuio D+
spuTpouMTOB. PeareHT He COAEPKHUT aHTHUTEN APYrHX
cneundUMUHOCTeN U IPUMEHSAETCs ANl BBIBIGHHs aHTureHa D
B SPUTPOLIMTAX JITOOOH rPyITIEBL,

2.3. B cBs3u ¢ TeM, uTo [gM aHTUTEJIa HE BRI3BIBAIOT
arraoTHHALIMA HEKOTOPBIX 00pa3LioB IPUTPOUMTOB CO
cnabosipasceinbiM D anrurenom (Du), 06pasibl JOHOPCKOH
KpoBH, KoTOpbie npy uccaeaosaruy LJOJTUKIIOHOM Anty-
D cynep Gbiiid ornpeieeHs! kak D-oTpuuarebHble,
HEOOXOAHMO HOTOTHUTENBHO TECTHPOBATL ¢ MOMOLIBIO
antu-D pearentos, cogepxkammx IgG-anturena ---
NOMHKIOHANLHOM CBIBOPOTKOM WK MOHOKJIOHA/IbHBIM aHTH-
D (IgG) peareHTom.

3. OIPEAEJIEHUE AHTUT'EHA

LOJIMKJIOH AHTH-D cynep mMoxeT ObITE MCOJB30BaH
B PEAKUMH ArrJEOTHHALMKM Ha TUIOCKOCTH, B MPOOHMpKax, B
mukpornare, OnpenesieHue aHTWreHa D OPOW3BOAMTCSH B
HATMBHOIl KPOBH C KOHCEPBAHTOM WJIW B kpoBu 0e3
KOHCEpBAHTA, B TOM HYMC/AE B3ATOH M3 DNajbld, OJHAKO
CllelyeT | yYWThIBAaTh, 4YTO M MOMy4YeHWs HaICKHOro
pesyabrata TpeOyeTcs BEICOKas KOHLUEHTPAMA SPUTPOLIUTOB.

3.1. Peaxnusi arrIlOTHHALIMA HA TJIOCKOCTH

3.1.1. B nyuky oaHOpa3zoBOrO WM MHOI0OpasoBOro
miaHmera HagecTH 1 GOMbIuyIO Karulio pearcHTa (MpUMEPHO
0,1-0,05 M), | MaJleHBKYIO KarIo UCCIENYEMOH KPOBH HIH
sputpounTor (0,01M1) U cMewars.

3.1.2. Yepes 30 cek. nocje cMeLIKBaHUA MIaHWIET
noxauarh .

3.1.3. Pe3ynnTaT OLIGHUTH BHU3YQIbHO [10 HAIHYHIO WK
OTCYTCTBMIO arrmoTHHauud. YeTkas peaxuuds HacTynacT
uepes 40-60 cex. mocne CMEIUIMBAHMs peareHTa ¢ IPUTPO-
upramMu.  1lpy  HCTIONB30BAHMM 3PUTPOLMTOB B  BBICOKOH
KOHLEHTPALMK arrMOTHHAUMSL  HacTymaer — OmicTpee.
OKOHYATENBHBIM  PE3YNBTAT PEAKUUU CJIEAYET YUMTBIBATDH
4epes 3 MHH, HO He NO3JIHEe, T.K. NMPU NO/ICBIXaHHN KaIliu

Mosker HaBmonaThes Menkas Hecneuuguueckas arrmori-
HaLM.

3.1.4, B oriensHbX chyuasx Mo HCTeHeHuu 3 MHH K
KAmisM € COMHHTENBHOH —peaxuued cnenyer noGasuTh
usvonornueckuit pacrsop (1 kamio) u nOKaanb nﬁaHLueT
Hecreuuduteckas arrIlOTHHALMA A0JDKHA HCL‘IC?:H)/TEN

3.2. Peaknus arrnioTHHAIKU B npoﬁnprax

3.2.1. V3 OTMBITBIX HCCIEYEMBIX IPUTPOLIMTOR
NPUrOTOBUTE 5-% CYCAEH3MIO B (PH3MOIOTHUECKOM pacTBOpe.

3.2.2. BHECTH B KPYIIIOAOHHYHO MPOGHPKY 110 O4HOH
KanJie LOJMKIOHA W IPUTPOLIUTAPHOM Basecn,\TmaTen}bHo

CMeIarh. !

3.2.3. Ocrasutk npobupky Ha 30 MuH. npu KOMHATHOI
Temnepartype.

3.2.4. Uentpudyruposars npobupky | muu npu 1500 -
2000 ofiopoTax B MHHYTY.

3.2.5. OCTOpIKHO BCTPAXUBAs NPOBUPKY, OTCAONWTE
0CajloK OT JIHA.

3.2.6. PesyAbTaT OUEHWTE BU3yansHo. [pu oTpruaTeis-
HOM pesyJibTaTe PeakliH OCaA0K IPHTPOLIMTOR JIEFKO pas-
Gupaerca 1 06palyeT FOMOTEHHYIO HENPO3PAUHYIO CYCTIEH-
3u10. [TpH NoNoKHTENLHOM PE3YBTATE, OCANOK OCTACTCH B
BHIIE OJHOTO WITH HECKO/LKHX arrioTHHaToR Ha one
MPO3padHOil KHIKOCTH,

3.3. Peakuus arriOTHHALMA B MUKPOIIaTe,

3.3.1. B nynky 96-aueeuHoil | KpYrI0AOHHOI
muxportatel BHecTd 0,05 M1 LOJIMK/IOHA OOS‘Mﬂ 2%
CYCIIEH3NH UCCNEAYEMBIX IPUTPOLHUTOB B (bypnonorwqecmm
pactBope. ‘ 1

3.3.2 UYepes 45-60 MuH. HHKyOauuu npu KOMHATHOMN
TEMIIEPATYpe BH3IYANLHO OLEHUTE PE3IYJILTAT Peakuuu no
pHUCYHKY —OCajka IPHTPOLMTOB Ha JIHC JIYHKMD  1IpH
OTPHLIATENLHOM PE3Y/IBTATE 0CAN0K SPUTPOLIUTOR COBHpaeTes
B TOUKY, TIPH MOJOKHTENLHOM — HMeeT GOk AnHaMeTp,
PACHONATAETCs HEPABHOMEPHBIM CIIOEM, HMECT — HEPOBHLIC
WJIW 3aBEPHYTHIE Kpas.

4, KonTpoas cneunGpuunocTH.

Jlns kOHTpOns CHEUH(pHUUHOCTH PEeakilMh B Kawaylo
CepHIO MCCNENYEMbIX 3PUTPOLIMTOB HEOOXOAMMO BKKYATE
cranpapteie DTy D7 2pUTPOLMTEL

5. opma BbBIMYCKA , XpaHenne

L{OAMKIOHB! BBIMYCKAIOCA B XUAKOM hopmMe BO liakoHax-
KanespbHULaxX o6veMoM 5 win 10 mia. OgHa Kanas COAepXUT
0,05-0,1 man. B KadecTBe KOHCEpBAaHTa Hp:HMeHﬂCTCﬂ asni
HaTpus B KoHeuHoii koHuenTpaumn 0.1%,  Cpok XpareHns
— npa rogja B xonoaunshuke npu 2-8°C. BekpeiTeiii drakon
rojieH K HCIIONL30BAHUIO MPU XPAHCHHUW B XOJOAWHHHKE B
[EPMETMYHO 3aKPBITOM BHIE B TeueHWe BCEro Cpoka
FOJIHOCTH,

6. Pexnamauns

OcHopauusiMH  JUId  peKnaMauluy  sBIAIOTCR!
OTCYTCTBME AKTWBHOCTH, HECNELUH(QHYHOCTb, HapylUueHHe
UeNoCTHOCTH (AAKOHA, HAJMYUE XJIOTBEB, MCTeKWHR Ccpok
rofHocTH pearenta. [Ipy cocTaB/ienun pekamMaliy| mpocum
yKasaTh JaTy NONy4eHus, nocrasuivka (ecnu Bol nomyqwnu
TOBAp HE OT MPOM3BOAWTEN), HOMEP CEepHH, MpHYHHEL, 1O
KOTOPBIM peareHT NMpU3HaH HeroAHelM. Ilpocum APHAOKNTE
MPOTOKON ¢ pe3sy/bTaTamu [pOBEpKH peareHta u  2-3
HeBckpbITHIX (uakoHa ¢ Llonuknonom. Pexnamauuio caeayer
HATPABUTh HA NPEANPUATHE-H3TOTOBUTEIb.

IIpeanpusiTUE-HITOTOBUTENb:
000 «<MEJUKJIOH»,
127276, MockBa yia. Boranudeckan 35,
Ten. (499) 502-1214  www.mediclone.ru



YrepuiaeHo mpukasom PocspaBransopa
No 8861-T1p/09 ot 05 nox6pa 2009 r

MHCTPYKUUA

o npumenernio «HaGopa pearcHToB [ist ONPEAENEHUs TPYTI KPOBH
genoseka cucreM ABO, Pesyc u Kell»

(Uonuknoust antu-A, antn-B, antu-AB, anti-Al, antr-Aci, aHtn-D
cynep, antu-D (IgG), antu-C cynep, antu-c cynep,  anry-E cynep,
anTH-€ cynep, anrd-Kell cynep) no
TY 9398-101-51203590-2009

(Uonuxiion anta — Kell cynep — MoHOK/IOHATIBEHBIE
anruteaa (IgM) k antureny K)

TY 9398-101-51203590-2009
PY Ne ®CP 2009/06043 ot 05.11.2009

L HA3ZHAYEHHUE
Lloauxnod Antu-Kell  cynep npenHasHaueHa NS BbIABICHU
antureda K (Kell) Ha spurpormTax uenoBeka B PeakLUu MpsMon
arrMioTHHALMA B IPHMEHSIETCA B CEPOJIOTHUECKHX TeCTaxX.

2. OCHOBHBIE CBOMCTBA

2.1. MoHOKIOHaNBHEIE yenoBeueckne anth - K (IgM) aptutesa
MPOLYLMPYHITCA FeTepOrHOPUAOMHOMN KJIETOUHOM JIMHUEN.
LIOJIMKIOH Antu-Kell cynep usroraBimBacTes Ha OCHOBE
KyJBTYpaisHOI JKHU/IKOCTH, KOHIHULIMOHUPOBAHHOM KJICTKAMHK-
MPOIYLUEHTAN I aHTUTEN. TeXHOJIOrUA IPOU3BOLCTBA PEAreHTa
MCKJTIORAET BO3MOIKHOCTE €r0 KOHTaMHUHALWH NaTOTeHHBIMH AJ15
ueNoBeKa BHPYCAMH,

2.2. HOJIMKJIOH Antu-Kell cynep cogep»xut aHthTena,
oTHOCSLLIMECH K Knaccy IgM, KOTopble BbI3bIBAOT arrIlOTHHALMIO
K+ aputpountos. PeareHT HE COEPKHT aHTUTEN JIPYIHX
cnelpUIHOCTEN U IPUMEHSETCA A BLIABIEHNS aHTHreHa K 8
IpUTPOLMTAX JIFOOOH TPYIIIEL.

3. OIIPEJEJIEHUE AHTHI'EHA Kell

LHOJIUKJIOH Awtu- Kell cynep moxer ObiTh HMCIOJIB30BaH B
peakuuu  arryioTHHALMKY  Ha  TIOCKOCTH B rageTe.
Onpenenerue anTvrena K MPOM3BOAMTCA B HATUBHOM KPOBU C
KOHCEPBAHTOM, B KDOBH 6€3 KOHCEPBAHTA, B TOM YHCJE B3ATOH H3

Manblia, OOHAKO CIEAYeT YYKMTBBATE, YTO JUIA  [OJY4SHHA
HAJEXHOro | pesynpTara Tpebyercs BBRICOKAA KOHLGHTpAlUHA
PUTPOLUTOR

3.1. B ayHKy OQHOPA30BOTO WIM MHOTOPA30BOTO IUIAHINETA
HaHecuTe oaHy GOMBIIYIO Kamo pearexra (npuMepno 0,05 — 0,1
MIJI), OAHY MAJIeHbKYIO KAIUTO MCCNEAyeMOH KpOBH HJ/IH
apurpountos (0,02-0,05 M) v cMmetuaiire.

3.2. Uepes 30-40 cex mocne CMEIINBAaHMS MOKAa4aHTe MJIAHLICT.
3.3. PesynpTar OUEHHBAKMTE BU3YalbHO 00 HATUYHIO WIH
OTCYTCTBUIO arriloTHHaUMK. OKOHYATENBHEIH Pe3yJIbTaT peakuiu
ClleyeT Y4eCTh depe3 3 MHH NOCJE CMELIMBaHHUS peareHta ¢
SPUTPOLIATAMH,

3.4. Tlpd nonceiXaHUW KAaIllM MOXKET HAOJII0/IaTECA MBUTCBHAHAA
HecneuudUueckas arnIlOTUHALMA ¢ spuTpolTamu kk, mosromy
He clledyeT YBEeNWYWBaTeE BPEMs PErMCTPaltMM  pe3ynbTara
peaKLHi.

3.5 K Kansm ¢ COMHHTENBHON peakiueit MOXHO [0 UCTEUEHUH 3
MHH gobapnTh QU3MOTIOrHYecKHi pacTBop (1 xammo) M nokayars
naactiHky. Hecnenuduueckas arrirOTUHALMS WCHE3HET.

4, KOHTPOJb CHEUH®UYHOCTH
Jinsi KoHTpofis  creuMBUUHOCTH  peakunn  HeoGXoaUMo
pcronszopath  cranaaptheie  Kell-orpuuatensusie  u Kell-
MONIOMHTEEHBIE APUTPOLIHTEL,

5.XPAHEHUE

Llomukion Autu-Kell cynep peinyckaercs B aHAKOH thopme
BO (prakoHax-kanenbHuuax obnemom 5 wan 10 ma (1 kanas
cocrashser 0,05 — 0,1 mi). B kauecTne KOHCEPBAHTA MPHMEHIETCH
a3up HATpUs B KoHeuHo# koHuenTpaimu 0,1%.  Cpok XpaHenus
— jsa roga B xosioauaskuke npu 2-8°C. Bekpoitiil diakon
FOEH K MCMOB30BAHHIO TIPH XPAHEHHH B XOJIIOAHALHHKE B
FEPMETHYUHO 3AaKPBITOM BHIE B TEYEHHE BCErO CPOKEA FOAHOCTH,

6. PEKJTAMALIMS

Oc¢HOBAHUAMM A8 PEKJIAMALIMH HBJIAIOTCH: OTCYTCTBHE
aKTHBHOCTH, HECTTEUH(PHUHOCT, HAPYIIEHHE LIENOCTHOCTH
nakona, HATHYKE XJIOTILEB, HCTEKLIHH CPOK TOAHOCTH peareHTa.
[1pu cocTABNEHHH PEKIAMaLIHK TPOCHM YKasaTh AaTy MojlyHeHu,
nocTaBLIKKa (eciy Bl NONYYHITH TOBAP HE OT NPOU3BOANTENA),
HOMEp CepHH, MPUUHHBL, N0 KOTOPLIM peareHT npru3Han
HeroiHbiM,  TIPOCHM NPHITOKKTE NPDTOKON ¢ Pe3yibTaTamMn
MPOBEPKN peareHTa i 2-3 HEeBCKPhITHIX (uiakoHa ¢ LIoHKIoHoM.
Pexnamauuio CIeayeT HAMPABUTE Ha MPEANPHATHE-H3TOTOBHTEL

[MpeanpusTHE-H3rOTOBUTEIIE!

000 «(MEAUKJIOH>»,

127276, Mocksa ya. Borannueckas 38,
Ten. (499) 502-1214

www.mediclone.ru



VHHTAPHOE NPEANPHATHE
«XO3PACHUETHOE OMbITHOE NPCUWIBOLACTED WHCTHTYTA EMOOPI’AHVIHECKOW
XUMAY HAL{MOHAﬂhHOR AKAJIEMHA HAYIC BENAPYCH»
pecny6avka Genapych, 220141, r.MAHCK,
yn. AKGAEMWKA Kynpg;uqa B.b., BKS.IKOpn. 3, wakc (37517) 368-87-38
nacnopT e 191
BugaH 1 HoaBpa 2018 r.

BUATHOCTUKYM
«AHTHIFEH KAPAUOIUMUAOBSIA cﬂﬂ}f\ P)EAKLMW MUKPONPELMMUTALRWY
AKPM,

CEPWs I 0111118

HaHkue
HauMEHOBAKWE nokasaTend FHaueHuA no TY KOHTPONR
" WAYMECTAA
T BHeliHAR B
1.1 AnTwred npospayHan GecuperHas KUAKOCTH. | COOTE. TY
KAPAVIOMNMHO BV BO3MOKHO BbINAAEHWE "QCRaka B8
BUAE KPUCTNNOB XONECTEPUHA NPy
reMnepatype huke 10°C, nerko
pacTEOpAKILMXCA ngp noBLIEHUH
Temnepartypbi 40 37°C
1.2 PacTeOp X0/iWHA npospayHan becuseTHan, cnerka CooTs. TY
xXnopuaa BA3KaA KUAKOCTb
2 Maccopas AO/A XOAuHa 70410 cooTa. TY
Xnopuaa B pacTeope,
3 MOAAMHHOCTB Hanuuue Ha TCX MAAcTUHKe Tpex cooTs, TV
KApAHOAUNMHA, NEUMTUHA U nSTeH € COOTB, 3HAYeHUAMH R
XasecTepuHa B anTureHe
KapaHonKNHHOBOM
4 Cneynduyeckan axTUBHOCTD | HAMMLNE npELMIMTane B AYHHER cooTB. TY
AMArHOCTHRYMA AKPM nRaHKeTA © NonowMTensHoN |
ChaBONONORATENEHOM NAASMOR wik
CHEOPOTHON KPOBW HENOBEKA
W GTCYTCTBME MPEUMNUTAUMM B
AYHKEX € QTpMuaTeanOﬁ
CHIBOPOTKOMN WnW NNa3uMoil kpomi
yenpseKa

YCNOBYA XPAHEHUS AMArHOCTUKYMA: (10-25)° €
fata warorosnenna 1 Honbps 2018 r.
CPOK FOAHOCTW AWArHocTUkyma AKPM A0 1 nonbpa 2019 r.
AWArHOCTUKYM COOTBEeTCTBYET TY PB 02906029,011-98 wae, 1 3
WHKeHep Mo KayecTsy _1@-.’__ n.H. Nono3

HayanbHWK BTK ~  H.A.CMenakopa

TR )




GB LN ISO 13483

IS0 gnit

Y HUrapHOE TIPEATPUATHE
"X 03paciCTHOT OMHITHOC NPOHINONCTAO
MueTHTyTA GHOOPTAHHHCCKON XHMHY
[1a1A0HANLHOH HKALENMH nayk besapyen”

WHCTPYKUHA IO [TPUMEHEHH O
AUATHOCTHURYMA
"ANTHI'EH K: \P,HJ’IOJIMHHHOBHII
\BTIH PEAKIIHH MAKPOIIPELMATIETALLIHNA"

TY PB 02906029.01 £-98, sas 4

COrpicoBata MUHACTCPCTBOM 3APABOOXPAHCHI
PecuyGiucu Benapyes 19.07.2018 1.
1  HAZHAYEHME JUATHOCTHKYMA AKPM
1.1 “’[Hamocmm'w TAIPHEN  KAPAHOIHUIWHOBLIA MU PCAKLIHE
nm\pnnpumnmamm (1ace Mo TeKCTY — ANariocrukym AKPM)
MpEMIASHAUSH DA BLABACHHS RHTHTCT K BA3(ydnTeIo cniv:iica i
AXTABHOR [L123ME WITH HHaT HBHPORAITTON CHIBOPUTKE KPOBI YeiI08C-
KA. ‘
2 XAPAKTEPHCTHKA M NPHHIIMIT PABOTHY
AAATHOCTHKYMA AKPM
2.1 Cocrap auarnocruxkyma AKPM:
- UHTHTEN RAPIHOAMMEHHOESA, 10 aMmya no 2w,
- PACTHOP RONKMHE XIOPHL 2 paakora o 3 A
2.2 ,El,ymmocmr\\ W AKPM paccunran sia nposeaenne 1000 orpe-
AcieHut,
2.3 lﬂpoﬂomxunjbuocn aHanu3a 3 qaca.
2.4 Hlpunumn padorei:

B awrurennms ctpyrrypax sosbyanrens cuduanca Trepone-
ma pallidum uMeeTes AMDOOPOTERIIGBLIH AHTHIRH, B OTBET 1A KUTO-
PLIE I OPrAlTH3ME G0ALHero (DOPMAPYIOTES «PSAriHLy, 1PLACTRRILS-
FOLLHC cbﬁoii eMece aHTHYe! kaaccar N ow Go Pearnnbn nognisiores o
CHIBOPOTRE Heieuenibix Gonninx vepes (2-3) Heteast. 4 8 CHHHHOMOM-
rosoit n%n,:.u(oc i uepes (4-8) nedests rocne 3APAKSHHA. AHRTHICHHAH
KOMIBKE, BOBMMIAIONMA B CUMPTOBOM PACTROPE  KAPANOAMKINIIL
JCUNTHIE 7 XOJCCTEPHIA, CHOCOTSH CRAANBUILES ¢ PERTTIHAMIL, HTO 1
PErUCTPUPYETEs B PCAKLIME MEKPOTPEIHITATALRMN (BLIIAARHHE Xi0lLb-
el pucm(f)ii BEHHYHTINL).

Prakliio npogoasT ¢ niasmoi Kpons Wi WIAKTUBHDOBAEHOM
CHLIBOPOTKOH KPOBH OUCAGTYeMBIX il Jlin UOCTAHORKH Paruy
KO Ur:pw W3 TNkl (OAYHAIOT M7Ia3My KPOBH) MAH W3 seunl (110~
|‘walo|j CRIBOPOTKY KPoBH), (CLIBOPOTKY MEPEd  HCTIONE30BAtiHEM
u|1an\-m|}nr1py|o'| ypn pemitepaeype (36+1)7C B Tegenue 30 v

PesyithTarhbl Peakiiiii YMHTBIBROTE BA3YAIBHO (fIpy ocselle-
BUH HC emfm 300 :n0Ke, Ha TeMiow (hoie) 1o 00pa3oRaAHNIO IIPCLIHIT-

raros, ;

3

r'l EPL] NPEAOCTOPOKHOCTH ITPH PABOTE
C AHATHOCTHKYMOM AKPM

3.0 Tpy padote ¢ sMarnocrurymos AKPM cieayer HacBats
CHENOJIERAY (XAIATHI) B OXHOPAIOBBIC PCIHHOBLIC NEPUATRH, 11K, 00-
PAILLE HEADBEYCUKOR KPOBH CREAYET PACCMATPUBATL KAK HOTEINW-
AIBHO I;{H(I)MIU-'II]OHZLHHhEt":, cuoeobnsie nepesasars BUU, supyc rena-
THTE WA JAPYTHE BHPYCLILIC UHPCKLEAL.

3.2 \Pa()on,r TIPOBOTMTE € COTNQASIMEN MEP TIPEAOCTOPOAHOCTH B
onnm ctBum ¢ Tpedobanavu [1], [2]. I3 cayuae npoimsa ChIROPOTRH
KpOIK u.1 PAGOUHE HOBCPXHOCTH, HCOOXOANMA TPOBOANTE fesHiihek-
umo 8 L‘U(W pETCTBUK C rpedonanusayu [3].

3| He pexoMCHIyCTes pacrofarars snarnoerkyy AKPM abiu-
ELEY pcnmcm,m,m npubopos.
3401 lpu pabore ¢ nrarsocTrkyMom AKPM paboure mecra 10:0k-

|
HEI OI:I"qb o0CCnEHeHE TTPWTOMHO=BLET HIKOOW BEUTHISIHER,

4 Q)BOPYE{OBAHHE HMATEPHAMDL
4.1] Mraras 1 HpoBHPOK;
- HIRTKA [I0YABTOMATHICCKIE €O CMEHITHIMM HAKOTICHITHKAM I,

\ , ~ - -
HOZEONAIOULAE OTOMpaTs 00beMb rakoeti 0,03 0,15: 2,0-10,0 Mma:

- NETPHGIYTE. C© TOPH3OHTAMINDN POTONON, PAIBHBLOULEL YCKO-
penre (1500-2000) g. 3naeniie g ONPEACIICTEA 11O Qopmyie(l):

g=1118 x 10~ (OU,MHH)“YR (1,

rae R — PATHyC POTOPI IRITPHPYTA, €13

- NPROOP 2715 BCTPAX HBAFIHA,

- HIOTOHHYCCKHA DACTHOP HATPHI XIGPHETOTO ¢ MALCOROH ji0lied

- CTEIGTSHAEIC MPOGHPKH BseCTHMOCTBIO 10 M ¢ B'SEMIMU’.SH.\lL‘.II>IC~
Mbiv Korycon 14/23;

- CTAKAHTEI \mp}[mc XMMUUECKHME BMeLTHMOCTEI0 30 1 100 M wm
0GR IAOCKOAOHILE BMECTHMOCTLIO 30 11 100 wu;

- JUIAHIETBT K3 [IPOIPAHNLIX HTOIHUMEPHLIX mrcpuanus

- repmocrar runa TC-80 M2:

- JAMITA OCBCTUTEIRIAS,

5 NOJIOTOBKA PEATEHTOB

5.1 llpuroresieHie pacTBOpd XOAMHA x»mpn,m € MAacconoi
noaeit 10%

5.1.1 B xopby esmecTHMocTbIo 30 Ma BHECTH )()w ML pacTBOPA
HATPHA XIOPHCTOTO C MACCOBOM H0IEH 0,9% n ,f[onannn M PACTRO-
i XOAMHA XAOPKAZ: PACTBOP NepeMetars W XpaniTh npu TeM) IEDaTY-
pe (2-8°C ne Gomee 2 2 HEUS I,

5,2 TpurovosJcHHe OCAAKA AHTHTEHA KapAHOIUIIEHOBOr0

BHUMAHMWE! Tpy oBHapy#iCHIN B AMIYJIE C BHTHISHOM Kap-
AHOAMAHHOBKIM KPACFAIIOB XOACCTCPHNA. HEODNOIIMO NpOA3BCCTH
UX DHCTAOPENIHE B TCPMOCTHTC IPH TEMIEPATYPE (37+1)°C.

521 B cTekmsHHYIo NPOBHPEY MHeCri 2 MA PACTBOPA HATPIL
XNOPHCTOrY ¢ MACCOBoif JoncH 0,9% B 2 M anywiena sapioinii-
HoBor0. CMECh TOIATEABIO 1IEPeMeloass | aMeCTHTR Ha 30 w1
TEMHOC MecTo Ui QOPMHpPOBARLIS ocazka. s 1010re acaAkienis
AMNHAON, HETPAPYIUPOBATE CMECH B Teuenne 15 MuH HA LSHTRAdY e
THTIa OITH-3 mpu 1300 06/31an1. HaAZoCAT0HHYH) MKUAKOGTH CHHTL,

5.3 TIpuroToBREHHE AUTHIEHNOE IMYILCHH
*’ 1 K ocanky ANTUICHA KAPIHOTHTIHIOBOIO (m"

5 2) a0bGaBHTS
7w pacrsopa xoauHa Xmopuaa 10% (n.5.13 1 TIIATEALLO [TEpene-
.

TTosvyaennad MYILCNS COSPAHACT CBOKO LIPHIOANOCT! B TEHCHIC
(3-6) CYTOK TPH XPAHCHWH B 3AKPLITOR NOCYAC MPH TEMIERIYPE
(2-8)°C B TEMHOM MCCTE.

¢ TIPOBEJEHME AHAJIM3A

6.1 B nyHxax rnasniera sHecty 1o 0,13 Ma (3 xanau) navuenoi
[AasMbl MM AUAKTABHPOBAHHOH NPOIpeRanyicsl 1 1EPMOCTATT (30
M, npi Temiepitype (36=1)7C) ChIBOPOTKH KPOBH AfHEITOR,

6.2 B3 kasciyio Tyrry zoGasitk o 0,05 s (1 kaniae ) ARTHICHHOIT
auyneny (1.5.3),

BHAMAHME! [lepes WCNOABIOBARHCM OMYJILCHIO TIHATELHD
TepesMelaTh MHOTOKDATILINL TICPCIIBAHHEM  +3 o0k YIpadKpPKRI B
APYYIG B TEICHHT 2+3 MEH.

6.3 FHTPCAHCHTBI TWIATSILNG  NEPEMCIIATD, H\lr.\l RETPS HsES
MAAHETA HA IPHOOPE A8 BCTPAXHEARKSA (HC MCHEE 300 werpaxHsa-
HHE/AEL). B TEUENYE 5 MUIL

6.4 B xamavio aveky Aodasnrn no 0.15 M (3 kanan) pacriopa
RATPHS XTOPHCTOTO © MECCOBOH jloneit 0,9%. nepemeniars, nakatsa-
HACM MAAHIWCETL W OSTagueh npe Temnepatype (18-23)7C b retcHic
3 MHH,

YUET PE3VILTATOR

7.} PesyARTaTE YHHTBIBATE HEBOOPYIREIIILIM FAAZ0M Hild DCBE -
TeAnol naMioi api ocaewteHui e Menee 300 moke,

7.2 TloAowmresnins peakUis B BHAC BBUTAICINGS XIOMLEE pad-
AMUNOF BEANMMREBL HABMOAAeTCd 1PH HCHONBIOBARKK  QRFHEION
NAA3MEL VAH HHAKTHRUPOBAMION CHIBOPOTKM NAIMEHTOU, TOTLHLIN
le(l)lﬂ[fu)\l

3 OTPUTETSABHAA PEAKI B BILIE ONLIECIEHLNE HAGMOAaeTer
ﬂpu uunmoaalmn AKTURHON 11A3MB] HITH HHAKTHBHPOBAIHON CLIBv-
POTKH BAOPOBLIN JHLL

7.4 Tipy NORYUCHHH COMHHTEALUOIO PE3yALTATA (HCUCTRO Boipa-
KENTILIT e 3aMCTHBIE MPENMUNTAL) PEKOMEHIYCTCH TIORCPHT,
BCTPAXHBANE T1AAMHIETE B TCICHIC 5 MIHYT,

7.5 B 0fpasuax. JaBIUMK HQUOMMTENLUYIO, HIH ¢aada 100U
YEALUYIO PEAKIITID, BOIMOKHO ONpefeselse THTpA (MOMYROAMYe-
cTBeanos  ompeaeienne). Ofpazel  PAsBOJHTCR  (PHIHOAOIHIECKI
PACTBOPOM 1 COOTHOIICHIH 141, 1:2, L:4, 118, 1216, Turpows aeTHied B




ofpasne GHETARTCS HOCHEIHEE PAIBCACHHE, 1 KOTOPOM NOAYYeHa 10- Butanorpadias
SIQHTENHAL, W CHABONOAOKITENLHAs PCRKTAL.

Orpa ‘chrme METOad pearuHi MukponpeuynuTauny (PMI) [1] [Tpukas Me351 ot 16.12,98r
NPH HCiloNik30BaHIH AuArHocTHryma AKPM CHOPHUIE HOPMETHBHEIX OKYMEHTOR 10 npoGiese

BHHMAHRHE! Tlpu ncnoapiosannn tecca PNLL soryT HaGie- BHWCITHA
AATLCA AOIKHOMONONKHTE LI ILIE PE3YNLTATE TIPH PSS COMATHHCCKHMX [2] CI117-69 6 98 }
HHHGERIHON LY 3a001EBARNH, YaCToTa KOTOPBIX MOKET COCTARIATL O0mue TpeGoBanHs Mo MPOYHRAKTHES HH(CKIHON-
o JnusIM AHTepaTypRl 2-3%, Tect PMIT asasercs o10oposHbiM 1 FIBIX B UAPAIUTAPIILIX 3A00HERa Ui !
(APA TOAYHENWI TQH0RHTCIBHOMD pesyAntata TpeGyeT A0NONIKTEN:- 131 TIpukas Ne 165 M3 PB oT25.11.2002 1. }
Hoil OPOBCPEI B OMHOM HITH HECKOABRHX TPLIONEMHRIX TCCTAX. O TPOBLACHIIN jlt:_iibﬂl(l)t:l(»l.l]»l H v CTC])MTW H3miMn B

YUPEKACHMAX BAPABDOXPII IS} |
8 YCIOBHMA XPAHEHHUS W [TPHMEHEHWH
JUATHOCTHKYMA AKPM

8.1 [narnocrirsym AKPM pomser painTees o YTIakoBRe 1pei-
1.1p|-|ﬂ'nm-|-|3r0'r-mm'r<'.,-'m npu Temneparype (10-25)°C B teucaune seero TTostcHeH IS K CHMBOJIAM
CPOKE IOAROCTH,

8.2 s U'I'GUI)H W A0BABACHHY KOMIIUHUHTOB. PEKOMEILYCTCA He- T pagmycekiii chasl Ero suaueiue 1 0duacienne
NOALZOBATL UOAYAFTOMATHIECKUE HANETKY CO CMCHHBIMA UAKOHETHH Cepniinbli nomep

SN Hac oA CHMBOJL CONPOBOACAETCA Va3

ICaMI, aﬂicc"ros'am-me MA TOMHOCUTL 10 2WFAUSHKIO CpeareH 036 M
BOCHPOHIBOANMOCTE PEIYALTATOB MUOCTHROBATIHA. aHeM cepriinero HOMCpPa N3ToTOBHTET
_8.3 JLis POy CHEMS HEAEHIBIX Pe3VARTATOR 1e00X0AMMO CTPpOroe Tienos -

COBAO/EHHE HHCTPYRLIAN N0 ripusenenito quarsperdicyma AKPM 1 Hiicromiih c-m:(',z' lct;?;;:civk,l&nqa natofl
KBATTH(HUHPORAINOE NPOBEACHUE aHaITHIA. i S —— EA—— e

8.4 q;mk‘ TOHOCTY MrartocTHRYMa AKPM — 12 mecaiies ¢ aathl HEROMBIODETE ',-m VCTeNEITE YETATIORMSHEAr0
W31 0TOBITCHMS: CpOKA; ATA COCTOHT U3 ue'l‘ui}cx TR, KAk -
BREOLEX [0, J8yX I_lli[hl). YHAIBI BN M-
CHLL I ABYX WP, VERASEIBRIOIHE Qe

|

B

Mz eaue ;19 BATHOCTHR i VItro

Orpaiiyeniie TeMAEPATY LI

i Paaowm ¢ pepxnci i 1MKEE ropvr:sm;rmnbumm
J[ SIMAMAALH YKR3BIBAETCA BEPXHIA 1 HIHH A5
TpaliNLLL TEMIISPATYPHOTO m(ana'sor‘m

HaroroBuTean |

M [lacToswptl CHMBON CONPOBOIKAASTEA HIOP-
MAWIEH 0 1AAMETIORANIIIE 1 ARPECE HITOTORH-

TEnm i

d VI «XOIT UBOX LAH benapyens
v Axagemuxa B.b.Kynpesuua, .5, kopr 3, 220141,
T, Munck, PecayCunka bedapych
Tes Aake 375-17-369-82-37
E-mail: hopmang belg@gmail.com hﬂ‘p;:';.-'W\\’\\",hOpihoh.ﬂrg_}

(1o BONpOCAM, KacaOIAMES KidecTa Habopa, ofpawarses B
BTK, Tea, +375-17-268-87-38

i
Ormeyarano I 10xaes LA Titp 20?{1, 3ak Mo s
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UHCTPYKOUA
IO IPUMEHEHUIO HABOPA KOHTPOJIbHBIX
PACTBOPOB BEJIKOB MOYHU

«BM-konTpoan-CCK + riawkosa u pH ¢ KAJIn0paTopomM»

Haznauenue

Ha6op «bM-xontpons-CCK + rmokosza u pH ¢ xa-
nmuBpaTopoM» TpefHaszHaYen i KOHTPOIU NPaBriIbHO-
¢TH W BOCIPOM3BOJMMOCTH PE3yNILTATOR ONPEAETEHHS B
MOHeE

GeMKOB — TI0 UX Peakiii ¢ Cy/b(pOCaTHITHIOBOH K-
CHOTOMH; € HCIONB30BAHHEM AHAHOCTHYECKUX TECT- I0-
JIOCOK;

rIoKo3Ll — (PePMEHTATHBHBIM METOJ0M (IIT0K030-
OKCH/IA3HRIM); KAYECTBEHHLIM 110 PeaKMi beneankTa; ¢
[TOMOIEIO AWATHOCTHIECKHX TECT — MOJIOCOK;

pH — ¢ NOMONIBIO JHATHOCTHYCCKHX TECT - II0JIOCOK.

HaGop npemHasHaueH TONBKO JUIS JMATHOCTHKH in
vitro.

XapakTepucTuka Habopa
«BM-konTpois-CCK + rirokosa u pH ¢ xanubparo-
pOM» MpeAcTaBseT co6oi cTabUIM3HPOBAHHEIE PACcTBO-
pbl, COAepIKanIne anbOyMUH U TIIFOKO3Y.
KoHTpoIibHBI MaTepuan FTOTOB K MPUMCHEHHHO.

CocTtaB Habopa

Habop «BM-koutpons-CCK + rimroxosa u pH ¢ ka-
nubparopomy» copepxur 8 dmaxonos mo 10,0 mi:

- 4 (ynaxona xanubpaTopa ¢ KORUEHTPaUUsMu Oeika
0,1:0,2:0,4 u 0,8 r/m

- 4 (ynakoHa KOHTPOJNEHBIX PACTBOPOB albOYMHHA M
[IIOKO3b! B IBYX KOHLEHTPALMX, 110 2 (IaKOHA KaxI0H
KOHIEHTpaluu (YpoBeHD | M ypOBEHB 2).

B nacniopre Habopa yKas3biBaloTesd CpeJIHMe 3HAUCHMA
KOHUEeHTpain OenKa B TIII0KO036l ¢ KOHTPOJILHBIMU IIPe-
nmenamu (X+£28).

Yenmosua XpaHeHust 4 dKCIIyaTanuv

Ha6op «BM-kontposrs-CCK + rmokosa u pH ¢ xa-
nmubpaTopom» Xpanurcs pu Temieparype (2 — 8) °C B
TEMHOM MECTE,

Cpox rogHOCTH 9 MCCIICB.

B pacnedaTaHHBIX M 3aKPHITHIX IIPOOKOH (irakoHax
KOHTPOJILHBIH PACTBOP XPAHUTCS TIPH TemIeparype (2 —
8) °C ue Gonee 14 queit.

Mepsb! IpeaocTOPOKHOCTH
[Tpu pabore ¢ HaGopoM HeoGxoxMMo cobmoaTh 00-
lMe MpaByia TEXHUKE 6€30TTaCHOCTH H TIPOH3BOJICTBEH-
HOit CaHWTAPHUM B KIIMHHKO- JHarHOCTHYECKON Jabopa-
TOPHH.

AHaJuTHUECKWEe XapAKTEPHCTHKH
JlnanaszoHbl KOHIEHTPaLuii:

Benoxk (0,1 -0,8) r/i;

["moko3a (1,5 - 6,5) MMOITB/TT

KosdypuueHTsl BapHauyu:
6enox He 6onee 10%;
TIIIOKO3a ne Gonee 5%.

O6Gopynosanue
doTOMETp, KIOBETHI ¢ TONIMHOK CIOA 5 MM
BuoxuMudecKuii aHaJIH3aTOP |

TIpuMeHeHUe KOHTPOJIBHBIX pajcmoprla

KOHTpONBHEIC pAaCTBOPLI IPAMEHSIOT B TEX KE yCmo-
BUAX M C TEMM JXE€ pearcHTaMH, 4To H aﬁ‘HaHI/IBI/I}:)yeMLIC
o6pa3usl MOYH. | |

Ilepen WCToNb30BaHEM (QIAKORBI ¢ KOHTPOIBHLIMHU
pacTBOPAMH BBLIEPAKHUBAIOT [IPH KOMHATHOM TEMIICpaTy-
pe B TedyeHue 15 MWH, 3aTeM TICPEMEIIHBAIOT BPYHHYIO
myTeMm nepeBopaunBanua (hiakona 5-6 pas.

OnpeneneHne KOHUEHTPALHIl KOMITOHEHTOB IIPOBO-
ST B COOTBETCTBAUH C MHCTPYKUMSIMM kK Habopam pea-
FEHTOB WMIM OO METOAMKAM, YTBEPKIEHHBIM KOHKPET-
HBEIM MEIWLIMHCKIM YUPEKIECHUEM. i 1

JIiis HOCTPOEHNs KAanHGPOBOYHOTO TpaduKa [cnoms-
3y1oT 4 pacTsopa Kanubparopa B pasHbIX KOHLEHTPALH-
ax, AHanu3 KakIoro pacTBOpa MOBTOPAIOT B 5 napai-
JenBHBIY Mpobax, M Ka#JI0H KOHUEHTPaMK paccyn-
TEIBAIOT CpeliHee apH(pMeTHIECKOC ONTHYCCKOH TIOTHO-
cti. Mcronm3ys MONydeHHBIC 3HAYCHUSL ONTHHECKOH
[IOTHOCTH W MACIOPTHEIC 3HAYEHHA KOHUEHTPAalUWH Ka-
nmbpatopa, Ha noraprdmudeckoi Gymare cTpQaT Tpa-
¢uk. Hasany koopanHar COOTBeTCTByeTiKOHuefﬁTpaunﬂ
6enka 0,01 /7. ! |
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Filtration - Rapid Tests - Water Analysis - Chromatography - Bioanalysis
Eiltration - Schnellteste - Wasseranaiytik - Chromatographie - B'I‘oamalytik

TO WHOM IT MAY CONCERN

This declaration has been established for GBG-MLD Moldova

We, MACHEREY-NAGEL GMBH & CO KG, Neumann-Neander-Str. 6-8, 52355Duren, GERMANY,
are Original Manufacturers of

Fiftration products

Rapid Test products
MEDJ-TEST products
Chromatography products

e e o B

Our Authorized / (Non-)Exclusive Distributor in Moldova
for the above mentioned products tnder MACHEREY-NAGEL brand, is the company

"GBG-MLD" S.R.L.
Tighina str.65, office 607
MD-2001,Chisinau,
Republic of Moldova

Explicitly, GBG-MLD is allowed to take part and submit bids in official tenders for the goods
manufactured by us in GBG-MLD's own name, risk and on their own account MACHEREY-NAGEL
gives no warranty regarding the fulfiilment of any signed contracts or conditions granted by ‘
GBG-MLD

This declaration will remain valid up to 31.12.2019 and will automatically end this date without any
termination or expiration notice given. In no event shall this declaration be extended automatically.

Duren, 25.02.2019 iy
MACHEREY-NAGEL GMBH & CO}*\}&G;', L.
B2 B

-

M\Q\\\ \k/ [
Dr. Christos Evangelakakis [~ [ |’ :

International Sales Mzsu1.':1gsarI<‘~--:I

MACHEREY-NAGEL GmbH & Co. KG - Neumann-Neanclar-Sle. 6-8 + 52356 Ditren - Germany - Tel.: +49 24 21 869-0 - Fax: +48 24 21 9658-139 « E-mall; Info@mn-met.com « wwwi il com
Amisgenachl Diren, HitA 1164 UsL-lghe. DE 122277751

Personlich haftends Gesellschafarin: Pastbank Kaln (BLZ 370 100 50) 22798-502  (IBAN DED4370100500022796502) (SWIFT-Code PONKDEFF)
MACHEREY-NAGEL Gmbl, Dinen Commerzbank Diren (BLZ 285 400 52) 4370300 (IBAN DEBS395400520437030000) (SWIFT-Code COBADEFFXXX) !
Geschafsiihredn: C. Wagner Sparkasse Diren (BLZ 295 501 10} 42300808 (IBAN GES8385501100042200808) (SWIFT-Code SDUEDREIRL) T

GrbH eingetragan beim Amlsgericht Diren, HRE 626 Banken:  Deutsche Bank AG, Diren (BL7 395 700 61) BO207EE  (IBAN DEEB3S5700910802078800) (SWIFT-Code DEUTDEDK395) o
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ICIM

CERTIFICATO n.
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITADI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Qffice
Via delVIndustria, 12 - 35020 Arzergrande (PD) - ltalia
| Unita Operative / Operative Units

4265/4

MEUS S.r.l. - Via dellindustria, 2 - 16 - 35020 Arzergrande (PD) - Italia
S.R.L. - Via Leonarda Da Vingi, 24A — Zona Industriale Tognana - 35028 Piove di Sacco

ROLL

KIMA 8.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana -- 35028 Piove di Sacco (PD) -

‘ VAGUTEST KIMA S.r.l. - Via dellIndustria, 12 — 35020 Arzergrande (PD) - ltalia
VACl‘JTEST KIMA S.r.1. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco

& COMFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

(PD) -

CISQ is a member of

www.ignel-certification,com

IQNet, the association of the worfd’s first ¢lass
certification bodles, Is the largest provider of management
System Certification In the world.

[QNet is composed of more than 30 bodies and counts
over 150 subsidiaries afl over the globe.

MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana ~ 35028 Piove di Sacco (PD) - Italia

(PD) - Italia

ltalia

ltalia

Progettazione e produzicone di provetle con vuoto predeterminato ad uso prelievo ematico, liquidi biclogici e urine.

| Produzione di provette per micreprelievi di sangue, Progettazione e produzione di Holders {camicie) per prelievo sottovuoto.

Progettazione e produzione di kit diagnostici

and urine samples. Production of test tubes for micro-collection of haematological samples.

labwars. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documenlazione del Sistema di Gestiane per la Qualta aziendale per I'applicabilita dei requisili della norma di riferimento.
Refer to Ihe documenalion of fhe Qualily Management System for delails of application fo reference standard requiremenls.

Per informazioni punluali & aggiornale cirea avenluall vanizzion] intervenula nella slato della cerfficazione o cui al presente certificato,
si prega di contattare il n* felefonico +39 02 7253410 indirizzo e-mail info@icim it
For limely and updaled informatian aboul any changes in tha ceriicalion stalus rafarced to in this cerificale,
please cantact ke numbar +19 02 725341 o email adidress fnfo@icim.it

Data emissiona Emissione corrente Dala di scadenza
First issue Current issue Expiring dafe
18/01/2007 18/01/2019 17/01/2022
f'\ ~
\JU
‘:L;} / k) "JE
]Cll\g S.pA.
Piazsa Don Enrco Mapali, 79 20099 Seslo San Glovannl (M)

waww.icimil

B ACCREDIA %,
=  J
ol LENTE (TALANG DI ACCREEKTAMENTD | |
<

I

SG0 N0 004 A

Membmi deqli Accordi dI Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, TAF and JLAC tMutual Recognition Agreements

terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articoli in plastica per
labaratorio analisi, provette con vuote predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in

plastica per laboralorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
Design and production of

Holdars for vacuum sampling, Design and production of diagnostic kits for hlood and biological liquids analysis. Design and

produclion of culture madia for imicrobiology. Design and production of sterile needies and devices for vollection of

haematological samples. Trading of the products of the Group; diagnosiic kits, cullure medlia for microbiology, plastic

disposable labware, tesl tubes with predetermined vacuum and slerile needles. Design and production of moulds for plastic

per I'analisi del sangue e dei liquidi biclogici. Progettazione e produzione di
ematico.

FEDERAZIONE

WWwW.Gisg.com

GI5Q & la Federazione [tallana di Organismi di

Certificazlone del sisterni di gestione azlendale,

CIS5Q is the [talian Federation of management
system Certification Bodles.




\ CISQ is a member of
i LR S
i e Fr— e W i I
: i 2Ne
i i-* ™

4 - 0 kg

i R S S LS TR T

THE INTERNATIONAL GERTN’-ICATTO‘P; ?;EI'WDRK -
- 9 www.ignel-certification.com

IQNet, the association of the world's first class
certification badles, Is the largest provider of management

System Certification in the world.
IQNet is composed of more than 30 bodies and counts
over (50 subsidiarias all aver the globe,

CERTIFICATO n.
CERTIFICATE No.

S| GERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delllndustria, 12 — 35020 Arzergrande (PD) - ltalia
Unita Operative | Operative Units
MEUS S.r.l. - Via Leanardo da Vinei, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Plove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dellindustria, 2 - 16 ~ 35020 Arzergrande (FD) - [talia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dellIndustria, 12 — 36020 Arzergrande (PD)) — ltalia
VACUTEST KIMA S.r.l. via L. Da vinei, 22 Zona Industriale Tognana — 35028 Plove di Sacco (PD) - ltalia

{£ CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

Progettaz{.ione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urins.
Praduzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per l'analisl del sangue e dei liquidi biologiei. Progettazione e produzione di
terreni di coltura per microbiclogia, Progettazione e produzione di aghi e disposilivi sterili per il prelievo ematico.
Gommercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiologia, articali in plastica per
lahoratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampagglo di materie termoplastiche ad inlezione per articoli medicali.

Dasign and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Praduction of test lubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits far bloed and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterife needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, tesl tubes with predetarmined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materfals for medical devices.

4264/4

Rifarirst alla documentazione del Sistema (i Gestiana per ta Qualith azlendale per Fapplicalilita del requisil delia norma di rifarimanto.
Reler o e documenlation of lhe Cuality Management System for details of sppficalicn lo reference standard fegquiroments

Il presenta carfilicato & soqgello al rispetio del documeno ICIM "Regolamento per I cerliiazione dei sistami of gestione” e ol relativo Schera specifico.
The use and ihe ve‘:lidi{y of this cerlificats shall satisfy the raguirements of the [CIM document “Hules for the cenification of company managemen systems” and specific Scheme.
i Per infarmaziont putuali & aggiomale circa eveniuali variazioni intervenule nelio stato della cerlificazione di cui &l prezenta certificato,
oi prega ¢ contatare il n* talafonice +39 02 726341 o indirizzo e-mail infof@ieim it.
For limely and updated informalion sboul any changes in the certiiication stalus refemed to in ihis certificale,
please contact the numbsr +39 U2 725341 or email avdréss info@icim.it

Data emissiane Emissione corrente [ata di scadenza
First lssue Current issue Expiring date

18/01/2007 18/01/201¢ 17/01/2022

ICIM S.p.A. —
Piazza Don Enrico Mapelil 75 - 20099 Seslo San Giovanni (M) FEDERAZIONE
wusw.icim it

CISQ

B ACCREDIA %,

0 LE ALIANO) O ACCRIDITAMENTD, || '

(@] s

WWW.CIS].com

e

ow' SEQ N 004 A €ISQ & la Federazione Italiana di Organismi di
= Certiflcazlone del sisteml di gestlone aziendale.
& membra degll Accordl di Mutua Rlconoscimento EA, TAF @ [LAC

C15Q Is the ltalian Federation of management

Signatory of EA, 1AF and [LAC Mutual Recognition Agreements system Certificatfon Bodies.

]
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Messrs

arlicoli | per laboratorio analisi
disposable labware

www.ldima.it

‘GBG-MLD" SRL
STR. TIGHINA 65
2001 CHISINAU
MOLDOVA

Piove di Sacco, 25/02/2019

DISTRIBUTOR AGREEMENT

To whom it may concern, we hereby declaré that:

KIMA sas — Via Leonardo Da Vinci 22 — 35028 piove di Sacco - (PD) - ITALY

appoints "GBG-MLD” SRL — STR. TIGHINA 65. - 2001 CHISINAU -MOLDOVA

as authorized distributor of KIMA plastic labware products in the territory of MOLDOVA
GBG MLD has the right to import and distribute KIMA plastic labware products.

THis Agreement is valid one (2) years from the present date.

The Distributor does not have any possibility to oblige the company KIMA sas with quantities or
delivery time as well as prices without prior written authorization from KIMA sas.

KIMA sas keeps the right to modify the prices according to the market of the raw materials.

SRL
| MaLeonardo Da Vincl, 22

| 35028 PIOVE DI SACCO (PD)
\_PatfalVA 014656290283

KIMA S.1.l. - Via Leonardo da Vinci, 22 - Z.1. Tognana - 35028 PIOVE DI SACCO (PD) Italy - e-mail: info@kima.it - Cap. Soc, € 60.000,00 i.v.
Tel. +39 049 9719541 - Fax +39 049 9719542 - 9719543 - Regisiro Imprese Padova, Godice Fiscale ¢ Partila IVA 01466290283 - REA PD 160069




VACUTEST"

|

-
[ S
] o |

www.vacutestkima.it

©

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostic! In Vitro” e s.m.J.
according to Annex III of the Directive 98/79/EC on " In Vitro Diagnostic Medical Devices" as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi

manufacturer disposable labware
indirizzo Via dell’Industria, 12
o LI g
AiEsg 35020 Arzergrande (PD) - Italia
telefono . fax ; posta elettronica . Lo
phone +39-049-9720624 fax +39-049-9720182 ermiail info@vacutestkima.it

Sistema di prelievo di sangue e altri liquidi biologici
. _ ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodottl “VACUTEST KIMA"

product identification
“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “VACUTEST KI MA”

dispositivi diversi da quellf elencati nell’Allegato 11 della Direttiva 98/79/CE e s.m.i.

classificazione dei prodotti
devices other then those mentioned in Annex IT of the Directive 98/79/EC as.amended

product dassification

| Si dichiara ‘
sotto la propria responsabilitd che tutti i dispositivi sopraelencati rispettano le disposizion! applicabili della Direttiva |
98/79/CE e s.m.i." Dispositivi Medico-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato 11l della succitata Direttiva e comprovante il rispetto dei Requisiti

| Essenziali di cui allAllegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
| under our sofe responsibility that the above mentioned devices meet the applicable provisions of the Directive
| as amended on ‘In Vitro Diagnostic Medical Devices”.
All the supporting documents, as required by Annex I1I, in order to prove conformity to the Essential |
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

98/79/EC

okt Arzergrande, 01/01/2015
) Assicuratore Qualita / Quality Manager
firma - n e

. Giovanni Chiarin

sighature

{jeV Lt Clio M

NDE (PD) ltaly - e-mail: into @vaculestkima it

VACUTEST KIMA st} - Vacuum fubes - Via delt’industria, 12 - 35020 ARZERGHA
EA FD 311870 - Cap. Soc.€15.300,00 1 v

Tel. +39 (49 0719511 / 9720624 - Fax +35 049 §719543 / 9720182 - Reg. Imp. Padeva, Cod. Fisc. e P, VA 03450130285 - R
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Capillary blood collection system
Capillary blood collection GK

Capillary blood collection GK

It consists of a prepared test vessel and a prepared plastic end-to-end collection capillary with
stopper.

+ Easy handling

« Plastic capillary* with exact filling volume; complete inner surface prepared, unbreakable

« Collection vessel serves as centrifugal vessel; prepared for all common tests

« Light protected, tinted vessels for bilirubin analyses

* with conformity certificate in accordance with the Weights and Measurement Regulations
Fill the capillary with capillary blood from a horizontal position.

After filling let the blood flow into the vessel from a vertical position (shake out remaining blood).
Remove the capillary, press on the attached stopper and mix or centrifuge.

077003 EDTA 100 pl
Packing unit:
100 pes in bag,
4,000 pes in box
@ 11/8 x 39 mm




TUVRheinland

Certificate

The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

KABE LABORTECHNIK GmbH
Jagerhofstr. 17
51588 Numbrecht
Deutschland

has established and applies a quality management system for medical devices
for the following scope:

Design and development, production and distribution of
in vitro diagnostic devices and consumption materials
for sample withdrawal, preparation and storage
as well as single-use medical devices

Proof has been furnished that the requirements specified in
EN ISO 13485:2016
are fulfilled. The quality management system is subject to yearly surveillance,

Effective Date: 2018-10-16
Certificate Registration No.: SX 60133221 0001

An audit was performed. Report No.:' 21234760 009

This Certificate is valid until: 2021-10:15
Certification Body
R
P
&
( DAKKS
.~ - Deutsche

lmr” Akkreditierungsstelle
D-2M-14169-01-02

Date 2018-10-12

Dipl.-Ing. I. Munkler

TUV Rheinland LGA Products GmbH - T_illfstraﬁe 2 - 90431 Niirnberg

Tel: +49 229 B06-1371 Fax: +49 221 B06-3036" e-maitcerl-validity@de.tuv.com hittp:fhwnaw. tuy. comisafety
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Certificado E£510/81672

The m_anagemenléystem- of =

DELTALAB, S.L.

Pol. Ind. La Llana, Plaza De La Verneda, 1
08191 Rubi (Barcelona)

has been assassed and cerfified as meeting the requirements of

1SO 9001:2015

For the followina activities

Design, manufacture and sale of laboratory material for the collection, transport and
conservation of samples for microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Diseiio, fabricacion y comergializacion de material de laboratorio para la toma,
transporte y conservacion de muestras para anélisis de microbiologia, biologia
molecular, hematologia, bioguimica, histologia, microscopia y coloracion.
Comercializacion de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestrag para criogenizacion, material general de taboratorio y
envasas industriales.

in/ from the following siles
 Vérnedal -08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019.
Issue 7, Certified since October 2010,

Pol. Ind. La Llana, Plaza:De L

Este certificado es valido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019.
Edicion 7. Certificado desde octubre de 2010..

B
N CERTIFICACIG
Authorized by N° 05/C-SC001

|

23
L
J
N

Direccion cle Certificacion

SGS ICS Ibérica, S.A. (Unipersonal)
C/Trespaderne, 29. 28042 Madrid. Espana.
t 34913138115 f 34913138102 www.sgs.com

Page 1 of 1

suedl by lhe Company subfect fo its General Conditions af Gertfication
aneessible at www sgs.comlerme_and_gondisons.him, Atiention Is drawr| lo the
i aifty, inid abion and jurisdictional Issues estabiished therin. The
authenticity of this document may be veriliad 2l g Jenfoertled-clents:
and-produstsiaerihad:client-direglory. Any unabthorized alteraion, forgery of falsiication
of fhe corilent or sppearance of s document is unlawiul and ofidndars may be
: " prosecuted to the fullest sxfentol the law.  ©




Certificado. ES10/81672

Thee management system of ;

DELTALAB, S.L.

Pol. Ind:L&Llana, Plaza De La Verneda, 1
08191 Rubi (Barcelona)

has been assessed and certified as meating the requirements of

SO 9001:2015

Design, manufacture and sale of laboratory materlal for the collection, transport and
conservation of samples for.microbiological, molecular biology, haematology,
biochemistry, histology, microscopy and colorimetric analysis.

Commercialization of equipment for the storage of prepared samples, cryogenic stored
samples, general labware and industrial packages.

Disefio, fabricacion y comercializacion de material de laboratorio para la toma,
transporte y conservacién de muestras para analisis de microbiologia, biclogia
molecular, hematologia, hioguimica, histelogia, microscopia y coloracion.
Comercializacion de equipos para el almacenamiento de muestras preparadas,
almacenamiento de muestras para criogenizacion, material general de laboratorio y
envases industriales.

in/. from the following sites
za Verneda 1.-08191 Rubi (Barcelona)

This certificate is valid from
29 November 2017 until 11 October 2019.
Issue 7. Certified since October 2010.

Pol. Ind. La Llana, Plaz

Este certificado es vélido desde
29 de noviembre de 2017 hasta 11 de octubre de 2019,
Edicion 7. Cerlificado desde octubre de 2010.,

Authorized by

Direccidn de Certificacion

SGS ICS Ibérica, 8.A. (Unipersonal)
C/Trespaderne, 29. 28042 Madrid. Espaia.
t 34913138115 f 34913138102 www.sgs.com

Page 1 of 1

arified-chonis-

, Torgery or falslicabn
offrdarsmaybe

=
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V ITALCERT

CERTIFICATO N° 505DMO05

CERTIFICATE N° 505DM05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

NUOVA APTACASr.l.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)
nella Sede Operativa di

Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is in compliahce with the standard

UNI CEl EN ISO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of manufacturing and placing on the market of sterile tampons. for sampling of biological specimens in
natural orifice and in surgical field, Design and manufacturing of diagnostic medical devices for analysis laboratories.
Marketing of medical and diagnostic devices in vitro.

Il presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la cerlificazione in vigore applicabili.

This Certificaie shall satisly the requirements sstablished in the Rules for the certification in force applicable
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare firferimento alla lingua italiana
I vases of discrenancy between the longiioges used i the lransiation of the content of thit certificate, plesise rofer to the itatian language
. 'AMMINISTRATORE:DELEGATO

: MANAGING DIRECTOR ™ - s
(o Gy

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione’lTALCER'T - Data ‘di“Ri‘h‘Qov\o Data di Delibera Data di Scadenza
First Issue Date © First Issue Date ITALCERT Renewal Date . Deliveration Date’ Expiration Date
2007-10-30 ; 2011-10-30 2017-10-30 -, 2019-01-04 2020-10-29

ACCREDIA %,

EENTE iTAUANG l’!&ﬁ‘:ilmlﬂ-:ﬁl’ﬂl} '

SGQ N° 023A
tembro degli Accord] ¢l Mutuo Riconoscimento EA, TAF e AC
Signatary of EA, 1AF and JLAC Mytual Recognition Agreemeals

ITALCERT Sur.l, | Viale Sarca, 336 —.20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it




ITALCERT

CERTIFICATO N° 5055GQ03

CERTIFICATE N° 5055GQ03

Si certifica che il
this is to certily that

Sistema di Gestione per la Qualita

Quality Management System e

messo in atto da
. implemented by

NUOVA APTACA S.r.l.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

- & conforme alla norma
is in compliance with the standard

UNI EN 1SO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Commercializzazione di dispositivi medici e diagnosticiiin vitro.
| N Commercializzazione di articoli da laboratorio
Manepem@m‘ of the manufacturing and placing on the-market of sterile tampons for sampling of biological specimens
/',r( natural orifice and in surgical field. Design and (7fiﬁQUfaCtLlflhg of a’('agi:‘vo;ﬁt‘/fc‘ medical devices for laboratories
of analysis. Marketing of medical and dia‘gnqst/fzc devices in vitro. /L//a_r_/(@z‘/'ng of laboratory articles.
Il presente Certificato & soggelto al rispetto d‘elle‘condizid‘ni szt’abillte dai Regolamenti per Iahgfefii‘ficazione in vigore appi‘iCZlbili.
This Certificate shall satisly the requiremenis established in the Rufes for the cestification n force applicable.

In caso di discordanza lra le lingué utilizzate nells traduzione del contenato del presente certificato, fare riferimento alla lingua italiana
‘In cases of discrepancy betiveen the languages usec in'the tanstation of the content of this tertificatt, pléase rofer (0 the kalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing: Roberto Cusolito

Data di Prima Emissione Data di Prima Emissic\jné‘lTALCERT : i Data di Rinnovo Data di Scadenza
First lssue Date First Issue Date /TALCERT Renewal Date Expiration Date
1998-07-23 2011-10-30 2017-10-30 2020-10-29

Settore [AF 14 - 29

ACCREDIA X

LN TAANG B ACCEIBTTANINTD } 2

SGQ He 021A PRD N* 1228

SGA N° 0200 1SP N" 07 5€

PRS N° 037C
J4ambro dagll Accordl di Mutuo Riconoseimento EA, IAF & LAC
Signatary of EA, JAF and ILAC MNutua) Recognltion Agreenients

ITALCERT S.r.k ] Vlale Sarca, 336 = 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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000 "MuHuMea”, 241520, Poccniickas Qeaepaunn, SpAHcHan oBAacTh,
BpAaHekui pakow, ¢. Cynorese, yn, {iloccennan, 17 A

Terl. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -1, -62
- 8-800-100-48-32

® MHorokatanbHbIA HoMep
mm[m DaKe (4832) 92-24-54, 92:24-59, 92-24-61

necmanwud nalopamopuf WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Peructpammornioe yaoctogepenme Ne CP 2008/03361 ot 19.08.2015 1.

HacnopT

COD-metp IIP-3
TY 9443-009-52876351-2008

1. Hasnauenue
ITpermasHaden A OTPEACHCHHA CKOPOCTH OCCNAHHSE HPUTPOIMTOR IIPH OTCTAHBAHMM CTaOHIM3HPORANKOH
KPOBHL.

2. OCHOBHLIC TEXHHYCCRHE XAPAKTEPHCTHRA
laGapurintii pasmep — 208 x 197 x 70 mm. Macca e Gostee - 0.6 xr.
2. Bripyckacres B JIBYX KOMITHEKTAIMAX
- Cocrap kosexta Nal: mrrarus COD-merp FIP-3/1 - 1 nrr., mpoGku pesmnonnie — 20 .,
- Cocran komipierta No2: nreatus COD-merp TIP-3/1 - 1 wmr., 1pobku pesnyosble — 20 0T, 1erKa
cresysnsas 11C/C0OD - 0,1 — 20 T
|111aTHp M3rOTORJCH 13 DONMCTHPONA, rurHenndeckuii cepruduxar 1 - 11/ 1683, ABTOKIABHPOBEHHMIO HC
HoMIeKKT, YCIOHUMB K Ae3HEGUIMPYIONM  cpercTraM. bBewH dkpail obneryaeT OTICYeT ypoRHA
IPUTPOIIATOB.
4. B ocHOBANMM UTFATHBA HMeeTes 20 oTeepeTiit 110 10 ¢ KxiolM CTOPOUL, B KOTOPHIE YCTAHOBICHB! PESHIOBbIC
NpoBKM ¢ OBO3HAYCHHBIM [CHTPOM JULL YCTAHOBKH HIDKHEIO KOHUR IAHCTKH. I'mespa mrratHsa HMEROT
otutporxy or 1 10 20. B pepxteH naaTe MITATHRA UMCIOTCH THE3IA JUT YCTAHOBKH BEPXHETO KOHIA [MITETOK.

L]

5. IleHa jesenus WKL THOCTKH - 1 MM.
6. JluanazoH M3MEpenHs BEICOTR CTOAGHA MIAIME OT 0 ;10 90 MM. TIpenes goNMyckaeMOl TTOFPENIHOCTH HO JUIHHe
WEaAL - 0.5 MM.

3. ¥YmakeBhIBaIHE, TPAIUCKOPTMPORANMKE I XP2IleHHEe
Viakoska ofecncunBaeT COXPAHHOCTE HYICIHIT 1IPH TPAHCIIOPTHPOBKE. Y CA0BHA TPAHCIOPTHPOBAHHA HIENHH -
110 T'OCT 15150-69 B KPHITOM TPRUCTIOPTE JIO6OTO BHAA. Y CIOBUA XPATHMA - 10 'OCT 15150-69.

4. Tpehopanus BesonacnocTh
ITpu skcIuryaTanyir HeoGXOMHMO CODINOATH NPABHIA BesoltacHocTy Hpi paBote ¢ HpUBOPOM H BHOMATCPHAIOM.

5, Crepetist 00 YTHAHSAUMEN
Hazlenme e 1PesICTaBIgeT ONACKOCTH VI OKPYIHAIONIEH CPEARL, KHITH A 3/10POBBA JU0/ICH NOCHE OKOHTAHMS
cpoka ciykOp1. [TOPIAOK YTIISALMH UASIHA ONPCACIFETCH Horpebsrrenem.
6. TapanTum HIPCTOBUTERH
Marorosurens: OO0 «MunuMen», 241520, PD, Bpsuckas obiacts, Bpsuckuit paiion, ¢. Cyuosieso, yi

LHocceitnan, 17A.
HM3roToBuTENs TAPAHTHPYET COOTRETCTRHE NpHGOpa COD-merp [TP-3 tpeGopanuan TY 9443-009-52876351-2008

1pu cobiofienHn noTpeGHTeaeM YCAOBMH TPaHCHOPTHPOBAHHA, XPAHEHHA M IKCITyaTalHH. [CapanTuiisli  CpOK
JKCTIIYaTald — 12 MecAUeB ¢ MOMEHTA BBOJA B OKCITYATALHIO.
5. CBUNETeTHCTRO O NPHEMKe
Wsjienue W3roTOBIEHO B COOTBETCTBHA C JlelicTByloneit TeXHIUCCKOH JA0KYMeHTalHeH 1 HPU3HANRO FOAHKIM I
JKCIUTYaTaIHH.

Hauansuuk OTK I'pysunnes C.A.
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(€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

25 September 2007

o

Rene van de Zande
President & CEO
Emergo Europe
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NACHOPT KAYECTBA

Nuaniaropnl DyMamibie BOAYILH OM CTE LI TANHHE XHMICCKHE
sHoronapamerpudeckue vanopazopbie TY 9398-032-11764404-2004

Peauciipanuonnoe yoocnosepenue Cepmughurain coomaeemcmeus
Ne CP 2009705017 Mo POCC RU. HIM02.H17797
om 06.03 2013 2. om 21.06.2016 e.

|
Haunernosanue npodyxma «Me,E;[IfIC-B- 180/60-1»

|
Hapmua 7178028 Mama wszomosaenun Pegpais 2018 2.
|

Lapannmuiinorii cpox 3 2004

Yenoeusn dKCnipamaiuy 4 XpaHerus ' ¢ COOMeeincIneuul ¢ HHcpyKuuei npou3eooumne
[Con OKIT 93 9854

Hanmenosaune nowasarest | _ Hopaa_  3naenne
Texupueckue XapakTepucIuKy TV 9398 032 11764404 2004 ( owuu
. ‘Coorpercroue TOCT _ KIace 4 ;

___?__r_Io FOCT 1SO 11140-1-2011 |

0.C.I'pomaxoscras
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DNV-GL

MANAGEM:Nl sSYSTEM
CI:H ] I|-—ICA

Certificate No: Initial certification date: Valid:
S0R78-2000-AQ-MCW-FINAS 20 December 2000 21 June 2018 - 31 August 2021

This is to certify that the management system of

THERMO FISHER SCIENTIFIC, JCS

Kubinskaya 73, liter A, build.1, Saint-Petersburg, Russian Federation, 196240

has been found to conform to the Quality Management System standard:

I1SO 9001:2015

This certificate is valid for the following scope:
MANUFACTURING OF LIQUID HANDLING PRODUCTS AND SPECIAL

DIAGNOSTIC PLASTICS.

For the issuing office:
DNV GL - Business Assurance

Place and date:
Moscow, 21 June 2013

Moscow, Russian Federation

fg)' o VT O o iye

Trekhprudny per. 9 build. 2, office 4086,

[ Y
FlNA‘-’ Serguei Groubine
Finnish Accreditation Servise Management Representative
S001 (EN ISOHEC 17021}

LacL of fulfilment of condltmnq as set out in the Certification Aqreement may render this Certificate |nva||d
AUTREDYTEL USG T (8 Gr BUSER

SOURAMOE FINLARG O AR, Kakatstema 5, HUSE Dipoo, Faland TV 308 LG 20 47000 assprance dreenlc o
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