Erba Chrom Protein C

Protein C (Chromogenni stanoveni)

Kat. ¢. Nazev baleni Obsah baleni
R1:2 x 2 ml PC Substrate
EHL00009 Erba Chrom Protein C R2: 2 x 2 ml PC Activator
R3: 1 x 5 ml PC Diluent
POUZITI

Souprava Erba Chrom Protein C je uréena ke kvantitativnimu stanoveni proteinu C v lidské plazme,
jedna se o chromogenni stanoveni.

KLINICKY VYZNAM

Protein C je vitamin K dependentni protein, ktery hraje duleZitou roli v regulaci antikoagulaéniho mecha-
nismu. MUZe inhibovat koagulaci tim, Ze inaktivuje faktory Va' a Vllla? nebo, pokud je aktivovan mize
stimulovat fibrinolyzu.® Protein C cirkuluje jako zymogen a je konvertovan na aktivni serinovou proteazu
pusobenim trombinu v pfitomnosti trombomodulinu. Deficience proteinu C predstavuje rizikovy faktor
pro rozvoj zilni trombdzy.

PRINCIP METODY

Protein C v plazmé je aktivovan specifickou frakci hadiho jedu — Agkistrodon contotrix. MnozZstvi aktivo-
vaného proteinu C je stanoveno monitorovanim rychlosti hydrolyzy chromogenniho substratu specific-
kého pro protein C. MnoZstvi uvolnéného pNA je méfeno pii 405 nm a je Umérné mnozstvi proteinu C.

SLOZENI CINIDEL

R1 - Protein C substrat: 2,75 umol lyofilizovaného substratu — pyro-Glu-Pro-Arg-pNa HCI
R2 - Protein C aktivator: 0,8 jednotek aktivatoru z hadiho jedu (Protace)

R3 - Protein C diluent: TRIS pufr s azidem sodnym jako konzervaénim ¢inidlem

UPOZORNENi A BEZPECNOSTNi CHARAKTERISTIKY

« Pouze pro in vitro diagnostiku. S témito ¢inidly mohou pracovat pouze odborné zpusobili laboratorni
pracovnici.

« Zabrarite poziti.

« Pokud pracujete se soupravou, pouzivejte ochranné rukavice.

« Abyste zabranili kontaminaci, pouzivejte ¢isté nebo jednorazové laboratorni vybaveni.

« Pripadné zbytky ¢inidel je nutno likvidovat podle vlastnich internich pfedpisti v souladu se Zakonem
o odpadech.

Cinidlo 1 neni klasifikovano jako nebezpe&né.

Cinidlo 2: EUH 208 Obsahuje Protac®. Mize vyvolat alergickou reakci.

EUH 210 Na vyzadani je k dispozici bezpec¢nostni list.
Cinidlo 3 diluent obsahuje < 1 % imidazolu.

Nebezpeci

Standardni véty o nebezpecnosti:

H360D Muze poskodit plod v téle matky.

EUHO032 Uvolriuje vysoce toxicky plyn pfi styku s kyselinami.

Pokyny pro bezpe¢né zachazeni:

P308+P313 PRI expozici nebo podezfeni na ni: Vyhledejte Iékafskou pomoc/osetieni.

&

VAROVANI - BIOLOGICKE RIZIKO

Protein C aktivator obsahuje hadi jed. Proto uZivatelé reagencii tohoto typu musi byt pfi praci s timto
biologickym materidlem mimoradné opatrni a pracovat zcela ve shodé s platnymi bezpecnostnimi opat-
fenimi jako by se jednalo o infekéni material.

PRIPRAVA PRACOVNICH ROZTOKU

R1 - substrat: rozpustte obsah lahvi¢ky ve 2 ml ¢inidla R3 (diluent). Pokud je ¢inidlo zakalené, zahfejte
ho na nékolik minut na teplotu 37°C.

R2 - aktivator: obsah lahvicky rozpustte ve 2 ml destilované vody.

R3 — diluent: pfipraven k pouziti.

Zabrarite kontaminaci ¢inidel.
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SKLADOVANI A STABILITA PRACOVNICH ROZTOKU

Neoteviena ¢inidla, skladovana pfi 2-8°C, jsou stabilni do data exspirace uvedeného na stitku.
Po rekonstituci jsou ¢inidla R1 a R2 stabilni:

+ 1 tyden pfi 2-8°C

+ 1 mésic pfi -20°C.

POZADOVANE REAGENCIE, KTERE NEJSOU SOUCASTI SOUPRAVY
Erba Standard Plasma (kat. ¢.: EHL 00012)
NaCl roztok (0,9 %)

ODBER A PRIPRAVA VZORKU

P¥i praci pouzivejte plast nebo silikonizované sklo.

Krev (9 objemovych dilt) odeberte do 3,2 % nebo 3,8 % citratu sodného (1 objemovy dil), ktery plsobi
jako antikoagulant. Centrifugujte 15 minut pfi 1 500 x g a odseparujte plazmu.

Plazmu skladujte pfi teploté 2—-8°C nebo 18-24°C. Stanoveni by mélo byt provedeno do 4 hodin od
odbéru vzorku. Plazma mize byt skladovana pfi teploté -20°C po dobu 2 tydn(i nebo pfi teploté -70°C po
dobu 6 mésicl. Pfed stanovenim plazmu rychle rozpustte pfi 37°C. P¥i této teploté ponechejte plazmu
maximalné po dobu 5 minut.* Chybné vysledky mohou byt zpisobeny kontaminaci tkanovymi tekutina-
mi nebo stazi. Zabrarite michani, tvorb& bublin nebo napénéni. Uginky bézné pouzivanych léka jsou
uvedeny v literatufe — Young et al.®

POSTUP MERENI

Manualni metoda

Kalibrace

Nova kalibrace by méla byt provedena pfi kazdé zméné $arze cinidel. Ke kalibraci se doporucuje pouzit
kalibraéni plazmu Erba Standard Plasma (kat. ¢. EHL00012), ktera se fedi 0,9 % roztokem NaCl:

Standard % Plazma Pufr
100 % 100 pl Erba Standard Plasma + 300 pl 0,9 % NaCl
50 % 50 pl Erba Standard Plasma + 350 pl 0,9 % NaCl
0% — 400 pl 0,9 % NaCl
Pacient 100 pl plazma + 300 pl 0,9 % NaCl

Endpoint metoda

« Stanoveni provadéjte v duplikatu.

« Do kyvety — zkumavky napipetujte 100 pl standardu, pacientského vzorku nebo kontroly (fedéné —
viz. fedici tabulka).

+ Inkubuijte 2 minuty pfi 37 °C.

Pridejte 200 pl Protein C aktivator a promichejte.

Inkubuijte 5 minut pfi 37 °C.

« Pridejte 200 pl Protein C substrat a promichejte.

+ Inkubuijte 10 minut pfi 37°C.

« Pridejte 200 pl kyseliny octové a promichejte.

«  * Pridejte 200 pl vody.

Zmeérte absorbanci pfi 405 nm proti blanku pfipraveného s destilovanou vodou.

* nékteré spektrofotometry vyZzaduji minimalni objem v kyveté 1 ml.

Automaticka metoda
Postupujte podle informaci uvedenych v Uzivatelském manualu.

REFERENCNi HODNOTY

Referen¢ni hodnoty se mohou lisit v zavislosti na pouZité technice a pouzitém systému. Proto je nutné,
aby si kazda laboratof stanovila své vlastni normaini rozmezi. Hodnoty Proteinu C jsou obvykle udany
v relativnich procentech v porovnani k normalnimu standardu smésné (pool) plazmy. Bertina et al® uva-
déji rozmezi 65-145 % pro zdravé jedince, snizené hodnoty byly nalezeny po antikoagula¢ni terapii.
Zda se, ze u zdravych jedincd neni rozdil v hladiné proteinu C u muzd a Zen.

KONTROLA KVALITY

Kazda laboratof by si méla zaloZit vlastni program kontroly kvality.

Pro zajisténi odpovidajici kvality stanoveni je doporu¢eno pouzit kontrolni plazmu. Je doporu¢eno pou-
zit dvé hladiny kontrolni plazmy, jednu blizko normalnich hodnot pacienti (Erba Control N Plus, kat. ¢.
EHL00016) a v patologické oblasti (Erba Control P Plus, kat. ¢. EHL00017).

QUALITY SYSTEM CERTIFIED
1SO 13485
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OMEZENi

Ikterické, lipemické a hemolytické vzorky interferuji pfi odectu absorbance, proto je poZzadovano méfeni
blanku plazmy, aby vysledky byly pfesné. Méfeni blanku plazmy je rovnéz nutné v pfipadech, kdy je
v plazmé pacientli omezena aktivace faktoru — napf. u pacientt s DIK nebo u jedincli s oralni antikon-
cepci, kde muze dojit k aktivaci chladem. Blanky se méfi tak, Ze se pfi méfeni vzorku nahradi Protein C
aktivator fyziologickym roztokem. Blank se pak odecte od hodnoty stanovovaného vzorku.

Pfirozené se vyskytujicim aktivatorem proteinu C je trombin v pfitomnosti trombomodulinu. Neni mozné
vylougit vyskyt urcitych klinickych abnormalit proteinu C, které nejsou detekovatelné aktivatorem z hadi-
ho jedu a substratem pouzitym v této soupravé. Pro zajisténi pfesnych a reprodukovatelnych vysledkd
pouzivejte kalibrované pipety a dodrzujte doporuceny postup se zvlastnim dirazem na inkubaéni dobu
a teplotu inkubace.

INTERFERENCES

Hemoglobin: negativni bias 2 g/l na normalni hladiné (106,3 %).

Celkovy bilirubin: negativni bias 140 g/l na normalni hladiné (102 %).

Zakal: negativni bias 3 g/l (3,42 mmol/l) odpovida triglyceridiim na normaini hladiné (106,3 %).

VYKONNOSTNi CHARAKTERISTIKY

Tyto vykonnostni charakteristiky byly ziskany na analyzatoru ECL. Vysledky se mohou lisit v pfipadé
pouZiti jiného pfistroje nebo manudlni metody stanoveni.

Mez detekce: 5,3 %

Linearita: od 14 do 110 %

Presnost
Intra-assay (N = 20) Inter-assay (N = 20)
Stiedni hodnota (s) 110,9 64,0 113,6 55,2
CV (%) 2,52 2,67 3,60 4,89
LITERATURA

1. Walker FJ (1981) Regulation of activated protein C by protein S. The role of phospholipid in factor Va
inactivation, J Biol Chem, 256: 11128-31

2. Taylor BF, Lockhart MS (1985) A new function for activated protein C:activated protein C prevents
inhibition of plasminogen activators by releasete from mononuclear leukocytes-platelet suspensions
stimulated by phorbol diester, Thromb Tes, 37(1): 155-64

3. Fulcher CA, Gardiner JE, Griffin JH, Zimmerman TS (1984) Proteolytic inactivation of human factor
VIII procoagulant protein by activated protein C and its analogy with factor V, 63(2): 486-9

4. Clinical and Laboratory Standards Institute (2008) Collection, Transport and Processing of blood spe-
cimens for testing plasma-based coagulation assays and molecular haemostasis assays:approved
guideline, 5th edn.CLSI:H21-A5

5. Young DS et al. Effects of drugs on clinical laboratory tests, 3rd ed., AACC Press Washington,
D.C.,1990

6. Bertina RM, Broekmans AW, Krommenhoek-Van Es C, Van Wijngaarden A (1984) The use of a fun-
ctional and immunologic assay for plasma protein C in the study of the heterogeneity of congenital
protein C deficiency, Thromb Haemostas, 51:1-5

7. Pabinger-Fasching |, Bertina RM, Lechner K, Niesser H, Korninger C (1983) Protein C deficiency in
two Austrian families, Thromb haemostas, 50:810-3

POUZITE SYMBOLY

Cislo sarze

Katalogové &islo

g Datum expirace

[Ti]  ¢ste navod k pouzit

- Obsah

In vitro Diagnostikum
d Vyrobce

/l/ Teplota skladovani

ErbaLachemas.r.o., Karasek 2219/1d, 621 00 Brno, CZ
e-mail: diagnostics@erbamannheim.com, www.erbamannheim.com

N/135/20/G/INT Datum revize: 15. 5. 2020



Erba Chrom Protein C

Protein C (Chromogenic)

Cat. No. Pack name Packaging (Content)
R1:2 x 2 ml PC Substrate
EHL00009 Erba Chrom Protein C R2: 2 x 2 ml PC Activator

R3: 1 x 5 ml PC Diluent

INTENDED USE

Erba Chrom Protein C assay is intended for the quantitative determination of protein C in human plasma
using a chromogenic assay method.

CLINICAL SIGNIFICANCE

Protein C is a vitamin K dependent protein which plays an important role in the regulation of anticoagu-
lant mechanisms. It can inhibit coagulation by inactivating factors Va' and Vllla? or, when activated, can
stimulate fibrinolysis.® Protein C circulates as a zymogen, and is converted to an active serine protease
by the action of thrombin in the presence of thrombomodulin. Both hereditary and acquired Protein C
deficiencies have been shown to be a risk factor for development of venous thrombosis.

PRINCIPLE

Protein C in plasma is activated by a specific fraction from the Agkistrodon contortrix snake venom. The
amount of activated protein C (APC) is determined by monitoring the rate of hydrolysis of a protein C
specific chromogenic substrate. The release of pNA is measured at 405 nm and is proportional to the
protein C level.

COMPOSITION

R1 - Protein C substrate: 2,75 umol lyophilised pyro-Glu-Pro-Arg-pNA.HCI.
R2 - Protein C activator: 0,8 units of activator from snake venom (Protace).
R3 - Protein C diluent: tris buffer with sodium azide as a preservative.

WARNINGS AND PRECAUTIONS
« Forin vitro diagnostic use only. These reagents are to be used by certified medical laboratory perso-
nnel only.
+ Do notingest.
* Wear gloves when handling all kit components.
« Only use clean or single use laboratory equipment to avoid contaminations.
« The eventual rest of reagents should be disposed of in accordance with the internal regulations and
in compliance with local and national regulations relating to the safe handling of waste.
Reagent 1 are not classified as dangerous.
Reagent 2: EUH 208 Contains Protac®. May produce an allergic reaction.
EUH 210 Safety data sheet available on request.
Reagent 3 diluent contains < 1 % imidazole.

Danger

Hazard statements:

H360D May damage the unborn child.

EUHO032 Contact with acids liberates very toxic gas.

Precautionary statements:

P308+P313 IF exposed or concerned: Get medical advice/attention.

&

WARNING — POTENTIAL BIOHAZARDOUS MATERIAL

The Protein C Activator reagent contains snake venom. Therefore, users of reagent of this type must
exercise extreme care in full compliance with regulatory safety precautions in the manipulation of this
biological material as if it was infectious.

WORKING REAGENT

R1 - Protein C substrate: reconstitute each vial with 2 ml of Protein C Diluent. If cloudy, warm at 37°C
for a few minutes.

R2 - Protein C activator: reconstitute each vial with 2 ml deionised water.

R3 - Protein C diluents: ready for use.

Avoid reagents contamination.

10020373
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STABILITY AND STORAGE

The unopened reagents are stable till the expiry date stated on the bottle and kit label when stored at
2-8°C.

Reconstituted reagents R1, R2 are stable:

+ 1 week at 2-8°C,

+ 1 month at -20°C.

REAGENTS REQUIRED BUT NOT PROVIDE
Erba Standard Plasma (Cat. No.: EHL00012)
NaCl solution (0.9 %)

SAMPLE COLLECTION AND PREPARATION

Plastic or siliconised glass should be used throughout. Blood (9 parts) should be collected into 3.2 %
or 3.8 % sodium citrate anticoagulant (1 part). Separate plasma after centrifugation at 1500 x g for 15
minutes. Plasma should be kept at 2-8°C or at 18-24°C. Testing should be completed within 4 hours
of sample collection, or plasma can be stored frozen at -20°C for 2 weeks or -70°C for 6 months. Thaw
quickly at 37°C prior to testing. Do not keep at 37°C more than 5 minutes.*

Erroneous results may be caused by contamination with tissue fluids or stasis. Avoid agitation, air
bubbles or foaming. For the effects of commonly administered drugs, refer to Young, et al.®

PROCEDURE

Manual method

Calibration

Prepare plasma standards and patients plasma samples as follows: important: use only 0,9 % NaCl
solutions for dilutions.

Standard % Plasma Buffer
100 % 100 pl Erba Standard Plasma + 300 pl saline
50 % 50 pl Erba Standard Plasma + 350 pl saline
0% — 400 pl saline only
Patient 100 pl plasma + 300 pl saline

End Point Method Assay

To a glass or plastic test tube:

+ Add 100 pl standard or patients' plasma dilution.

+ Incubate at 37°C for 2 minutes.

+ Add 200 pl Protein C Activator and mix.

+ Incubate at 37°C for 5 minutes.

+ Add 200 pl Protein C Substrate and mix.

+ Incubate at 37°C for 10 minutes

+ Add 200 pl acetic acid and mix.

+  *Add 200 pl water (optional).

* Some spectrophotometers require a minimum of 1 ml volume in the cuvette.

Read absorbance at 405 nm in a 1 cm semi-micro cuvette against a blank prepared with deionised
water. As many as ten determinations can be performed simultaneously with the same stop watch by
staggering pipetting steps at five sekond intervals.

Automated method
Refer to the instrument's operator’s manual.

REFERENCES VALUES

Reference values can vary between laboratories depending on the techniques and systems in use.
For this reason each laboratory should establish its own normal range. Protein C values are usually
expressed in relative percentage compared to a pooled normal plasma standard. Bertina et al® reported
arange of 65145 % in healthy individuals, with diminished levels found following anticoagulant therapy.
There is apparently no difference in protein C between healthy males or females.

QUALITY CONTROL

Each laboratory should establish a quality control program.

Normal and abnormal control plasmas should be tested prior to each batch of patient samples, to ensure
satisfactory instrument and operator performance. If controls do not perform as expected, patient results
should be considered invalid.

It is suggested to use two levels of control, one close to the normal patient values (Erba Control N Plus,
Cat. No.: EHL00016) and the second representative the pathologic values (Erba Control P Plus, Cat.
No.: EHL00017).

QUALITY SYSTEM CERTIFIED
1SO 13485
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LIMITATIONS

Icteric, haemolysed or hyperlipemic specimens interfere with absorbance readings, thus requiring the
use of plasma blanks for accurate results. Plasma blanks are also needed on patients when contact
factor activation is suspended, such as DIC patients, or from individuals on oral contraceptives where
cold activation may occur. Blanks are obtained by substituting saline for the Protein C Activator in the
test reaction. Subtract the sample blank from the sample test activity.

The naturally-occurring activator of protein C is thrombin in the presence of thrombomodulin. The po-
ssible existence of clinical protein C abnormalities not detectable by reactivity with the snake venom
activator or with the chromogenic substrate used in this kit should be not precluded. To assure accurate,
reproductible results, use accurate pipetting devices and observe recommended procedures with parti-
cular emphasis on incubation times and incubation temperature.

INTERFERENCES

Haemoglobin: Negative bias from 2 g/l on normal plasma (106.3 %).

Total bilirubin: Negative bias from 140 mg/l (239.4 pmol/l) on normal plasma (102 %).

Turbidity: Negative bias from 3 g/l (3.42 mmol/l) equivalent triglycerides on normal plasma (106.3 %).

PERFORMANCES
These performances have been obtained using an analyzer ECL. Results may vary if a different instru-
ment or manual procedure is used.

Limit of Detection
The limit of detection for the Erba Chrom Protein C assay was determined at a concentration of 5.3 %.

Linearity
The Erba Chrom Protein C assay is designed to give a linear calibration in the range of 14-110 %.

Precision:
Intra-assay precision (N = 20)| Inter-assay precision (N = 20)
Mean (s) 110.9 64.0 113.6 55.2
CV (%) 2.52 2.67 3.60 4.89
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Erba Chrom Protein C
Habip C-6inok Protein C

Kart. Homep Hasea Ha ynakoBui Bmict
PeareHT 1: 2 x 2 mn Cy6cTpar C-6inky
EHL00009 Habip C-6inok Protein C PeareHT 2: 2 x 2 mn Aktuearop C-6inky
PeareHT 3: 1 x 5 Mn Po3unHHWK C-Ginky
3ACTOCYBAHHA

Habip peareHTis Erba Chrom Protein C npuaHayeHuit Ans KinbkicHOro BU3Ha4YeHHs BMicTy C-6inky y
nnasmi KpOBi NOOUHU METOAOM XPOMOTreHHOro aHanisyA

KNIHIYHE 3HAYEHHA

C-6inok Bigirpae BaxnuBy porib y perynsiuii MexaHiaMiB 3aTpUMKI 3ropTaHHs KPOBI i 3aeXWTb Bif, HAsBHOCTI
BiTamiHy K. C-6inok Mae 3aaTHicTb iHribyBaTu koarynsuijto Lwnsxom AeakTvsauii haktopis Va 'i Vllla 2, abo x
CTUMyntoBaTh iGPUHONI3 NpK oro akTueawii.®

C-6inok LMpKyntoe sik NpocepMeHT i nia Aieto TPoMGiHy B NPUCYTHOCTI TPOMGOMOZYiHY NMepeTBOPIETLCS B
aKTUBHY CepVHOBY NpoTeasy. BctaHoBMeHo, LLO sik CnaakoBui, Tak | HabyTuii AecbiumT C-6inky, € hakTopamu
PU3VIKY PO3BUTKY BEHO3HOTO TPOMBO3Y.

MPUHLIAM PEAKLIT

C-6inok B nna3mi KPoBi aKTUBYETLCSI CrieLlianbHo bpakLiieto, OTPUMaHOO 3 OTPYyTK 3miit BUuAY Agkistro-
don contortrix. KinbkicTe akTuBoBaHoro C-6inky BCTaHOBMIOETLCS 3a LIBMUAKICTIO rigponidy cneuudiyHoro
XpomoreHHoro cy6eTpaty C-Ginky. BupobneHHs n-HiTpoaHiniHy B xofi AaHoro npouecy € npsiMo
nponopuiiitum BmicTy C-6inky i BUMiptoeTbcs hoTomeTpuyHo Ha 405 HM.

CKNAL PEATEHTIB

PeareHT 1 — Cy6eTpat C-6inky: 2,75 mkMonb niodinisosaHoro cy6erpary pyro-Glu-Pro-Arg-pNA-HCI.
PeareHT 2 — AkTuBarop C-6inky: 0,8 og. aktuearopa i3 amiiHoi oTpyTu (Protace).

PeareHT 3 — Po3unHHuk C-6inky: Gycdep Tpic 3 HaTpito a3naom B SIKOCTi KOHCEPBAHTY.

3ACTEPEXEHHSA | 3AXOOU BE3NEKKU
« Jvwe ans in vitro iarHoCTUKM NPOeciiHO NiAroTOBNEHNM NepcoHanoM MeanyHoi naboparopii.
*  YHMKaTU KOBTaHHS.
+  KopucTyBaTuCs 3aX1CHUMM pyKaBUYKaMU MY MOBOAKEHHI 3 yCiMa KOMMOHEHTamMu Habopy.
+ 3anobiratm KoHTaMmiHalii, BUKOPUCTOBYBaTW nMWe 4ucTi abo oaHopasoBi NnaGopaTopHi
NpVHaNEeXHOCTI.
* Banuku peareHTiB NOBUHHI YTUMi3yBaTHCA Y BiAMOBIAHOCTI A0 Ailo4MX NokanbHMX abo
HaLioHanbHUX NpaBun AnNs AaHUX BUAIB maTepianis.
PeareHT 1 He KnacudikyeTbCs Sk HebeaneyHuit.
Pearent 2: EUH 208 MicTtuth Protace. Moxe BUKNUKaTK anepriyHy peakuiio.
EUH 210 IHdopmauiithnii matepian 3 6e3neku (SDS) HagaeTbes 3a 3annTom.
PeareHT 3 Po34nHHMK MicTUTL <1% imigasony.

HeGeaneka

Buau HeGeaneyHoro BNnMBY:

H360D Moxe 3aLuKOAUTWN HEHapOMKEHIN ANTUHI.

EUHO032 Mpu B3aemogii 3 kucnoramu BUAINAETLCA AyXKe TOKCUYHUIA ras.

3axogu Gesneku:

P308+P313 Y pasi HeraTWBHUX HACNiAKiB: 3BEPHYTUCS 3@ MEAUYHOO JOMOMOroi0 0 Nikaps.

YBATA! MOTEHLIAHO BIOJIOMNYHO HEBE3MEYHUA MATEPIAT
Akmusamop C-6inky micmums 3miiHy ompymy. [Tpu nosodxeHHi 3 daHumM Habopom HeobxiOHO Cysopo

dompumysamucsi 3axo0ie 6esneku nid yac pobomu 3 GionoaiyHUMU Mamepianamu, siKi € MOMeHyiliHO
iHGbeKyitiHUMU | Hebe3neyHumU.

NMIArOTOBKA POBOYUX PEATEHTIB

PeareHT 1 — Cy6cTpat C-6inkKy: BiHOBUTM BMICT KOXHOro chrnakoHy 3a fonomoroto 2 mn PeareHTty 3
(Po3umnHHUK C-6inky). AKLIO cymill € MyTHOIO, yTpumaTun 3a Temnepatypu 37 °C ynpofoBx AeKinbkox
XBUMUH.

PeareHT 2 — AkTuBaTOp C-GiNKYy: BiAHOBUTI BMICT KOXHOTO (hyTakoHy 3a [JOMOMOrot0 2 Mi1 ieioHi30BaHOT BOAW.
PeareHT 3 — PO34MHHMK C-6inky: roToBuii 10 BUKOPUCTAHHS.

YHWKaTU KOHTamiHaLjii peareHTis.

3BEPIFAHHA | CTABUIBLHICTb

Hesiakputi peareHTt € CTabinbHUMKU A0 BUYEPNAHHS BKA3aHOro Ha yrmakoBLi TepMiHY NpuaaTHOCTI 3a
ymoBM 36epiraHHs 3a Temnepatypu 2-8 °C.

BinHoBneHi PeareHT 1 i PeareHT 2 € cTabinbHUMW yNpoaoBXx:

* 1 TwkHs 3a Temnepatypu 2-8 °C,

« 1 micaus 3a Temnepatypm -20 °C.

10020373
10020416

HEOBXIOHI AOOATKOBI MATEPIANU
CraHpapTHa nnasma (kat. Homep EHL00012)
PosunH HaTpito xnopuay (0,9 %)

BIABIP | NIAFOTOBKA 3PA3KIB

BukopuctoByBaTM nocyn 3 opraHidHoro abo cunikoHizoBaHoro ckna. Kpos (9 4acTuH) HeobxigHo
Bifibpatn B aHTukoarynsaHT: 3,2% abo 3,8% Hatpito unTpat (1 Yactuna). Bigainutu nnasmy kposi
LieHTpudyrysaHHsm Ha 1500 x g ynpoaosx 15 xBunuH. MNnasmy 36epiratn 3a Temnepatypm 2—8 °C a6o
18-24 °C, aHani3 npoBecTn yNpoaoBxX 4 roanH 3 MoMeHTY Biabopy. [ins 6inbl TpuBanoro 36epiraHHs
nnasmy HeobxigHO 3aMoOpo3WTU, TpuBanicTb 36epiraHHs y 3aMOpPOXEHOMY BWMMSZi: 2 TWKHI 3a
Temnepatypu -20 °C abo 6 micauis 3a Temnepatypu -70 °C. Be3anocepeHbo nepes no4yaTkoM aHanisy
poamopoaunTn 3a Temnepatypu 37 °C. He ytpumyBatu 3a Temnepatypu 37 °C noHap 5 xBunuH. *
BabpyaHeHHs 3pa3ka TkaHEBUMU pigMHamm abo CTa3om Moxe Npu3BeCcTV 40 CNOTBOPEHHS pe3ynbTaTiB
aHanisy. He 360BTyBaTW, yHUKaTV MOSIBU MiHW i YyTBOPEHHst nmyxupuiB. [ns oTpumanHs iHopmalii
CTOCOBHO BMMMBY HaityacTille npusHavyBaHuX Nikapcbkux 3acobiB Ha peaynsTaTi Cnif 3BepHyTUCS [0
po6otu AHra Ta iH.°

NMPOLEOYPA AHATNI3Y

PyuHuit metop

KanibpysaHHsa

MigrotyBaTtn cTaHaapTv nnasmuy i 3paskv Nna3my nauieHTiB, sik nokasaHo B Tabnuui. Baxnueo: ans
po3seaeHb BukopucToBysaty nuie 0,9 % po3dnH HaTpito xnopuay.

rba’

3paska navjieHTa.

MpupogHum aktusatopom C-6inky € Tpom6GiH y npucyTHOCTi TpomGomogyrniHy. He BukniovdaeTbes
MOXIUBICTb iCHYBaHHS KniHiYHUX aHomanin C-6inky, wo He OyayTb BUSBMSTMCA 3a peakuismu 3
peareHTamu AaHoro HaGopy (akTueatop i cy6eTpar). [nsi OTpUMaHHSi TOYHWX i BiATBOPIOBAHMX
pe3ynbTaTtiB cnifi BUKOPWUCTOBYBATU TOYHI A03yBarbHi NMPUCTPOI i AOTPUMYBATUCS PEKOMEHA0BaHUX
npoLeayp i3 npuaineHHsM ocobnueoi yBaru Temnepartypi i TpuBanocTi iHky6aLii.

®AKTOPU BNNUBY

FemornoGiH: Big'eMHe 3MilLieHHs, MoYMHatouM 3 KOHLEeHTpaLii 2 r/n y HopmarnbHii nnaami (106,3 %).
3aranbHuit 6inipy6iH: Bia'emHe 3MmilleHHs, nounHatoun 3 koHueHTpauii 140 mr/n (239,4 mkmonb/n) y
HopMarnbHii nnasmi (102 %).

MyTHicTb: Big'emMHe 3MilleHHs, nounHaroun 3 koHueHTpauii 3 r/n (3,42 MMonb/n) eksiBaneHTHUX
TpurniLepuais y HopmanbHin nnasmi (106,3 %).

NMAPAMETPU PEATEHTIB

HaBeneHi 3HauyeHHs oTpumyBanucs Ha aHanisatopax Erba cepii ECL i moxyTb BigpisHsTUCS BiA
OTPUMaHUX Py4HUM METOOM abo Ha iHLWKMX aHanizaTopax.

HWwKHA Mexa BU3HaueHHs

HuxHs Mexa Bu3HaueHHs ans Habopy C-6inok Protein C BusHadyeHa Ha pisHi 5,3 %.

NininHicTe

Habip pearenTis C-6inok Protein C nposiBnsie niniiHicTb kaniépysanbHux rpadikis y AianasoHi 3HaveHb
14-110%.

CrangapT % Mnasma Bydep
100 % 100 mkn CTaHfapTHa nnasma + 300 mkn poaunry NaCl TouHicTe:
50 % 50 mkn CtaHgapTHa nnasma + 350 mkn posdunHy NaCl BHyTpiwHbocepiitHa (N = 20) Mixcepiiina (N = 20)
0% — 400 mkn posunHy NaCl 3HaueHHs (c) 110.9 64.0 113.6 55.2
3pasok nauieHta 100 mkn nnasmu + 300 mkn posyuHy NaCl CKB (%) 252 267 3.60 4.89

MeTop kiHueBoi Touku

B cknsiHy abo nnacTukoBy peakLiiiHy npoGipky:

+ [Jopatn 100 MKN po34mMHy CTaHAAPTHOT Nna3Mu abo po3ynHy 3paska nauieHTa.

+ IHkyByBaTu 3a Temnepatypu 37 °C ynpoAoBX 2 XBUSMH.

Hopnatn 200 mkn Pearenty 2 (Aktusatop C-6inky) i nepemiwaru.

« IHky6yBaTu 3a Temnepatypu 37 °C ynpoAoBxX 5 XBUMH.

« [Jopatun 200 mkn Pearenty 1 (Cy6etpat C-6inky) i nepemiwaru.

« IHkyByBaTV 3a Temnepatypu 37 °C ynpogosx 10 XBUMUH.

« [Jopatun 200 MKn OLTOBOT KUCMOTK | NepemilaTy.

« [opatvt 200 Mk Boaw (3a HeobXxigHOCTI) *

* Some spectrophotometers require a minimum of 1 ml volume in the cuvette.

Mpumitka * [esiki cnekTpochoToMeTpy NOTPebyoTh 06'EM LLOHaMEHLLe 1 MM Yy BUMIpIOBarnbHil KIOBETI.
BumipsiTn nornuHaHHs Ha 405 HM y 1-caHTUMETPOBIl HaNiBMIKPOKIOBETI y NOPIBHSAHHI 3 GnaHkom,
NiAroToBNeHUM 3 AeioHi3oBaHo BoAOK. MoXyTb BYTU BUKOHaHI 0 AECSTU BUMIpIOBaHb OAHO4ACHO 3a
OfVH 3anycK CeKyHAOMIpY LUMSXOM BUKOHaHHS eTaniB nineTyBaHHs 3 iHTepBanom 5 cekyHa.

ABTOMaTUYHUI MeTOq
[vB. IHCTPYKLito kKopucTyBaya obnagHaHHs.

HOPMATbHI BENUYUHU

HopmanbHi BenninHu BMicTy C-6inky MOXYTb KONMBATUCS Y 3aNeXHOCT Bif peareHTis i MeToaiB 1oro
BU3HaYeHHs. 3 ornaay Ha Le, koxHa nabopaTopisi camoCTiHO BCTAHOBMIOE [1iana3oHn HOpMarnbHNX
3HayeHb. 3HayeHHst BMicTy C-6inky 3a3Buyait BKasylTbCs Y MPOLEHTHOMY CiBBIAHOLLEHHI BiIHOCHO
HOPMarbHOMO PIBHS Y KOHLEHTPOBaHiN nnaami. bepTiHa Ta iH. ® nokasyloTb Aianas3oH HOpMarbHUX
3HaYeHb Yy 3[0POBUX Niofel B Mexax 65—145 %, i3 3HKEHHAM PIBHS Mif Yac aHTUKOArynsHTHOI Tepanii.
BinmiHHocTi BMicTy C-6inky y YOnoBikiB i XiHOK He crnocTepiraeTbes.

KOHTPOIb AKOCTI

KoxxHa nabopatopis BCTaHOBIIOE BnacHi npoueaypu KOHTponto sikocTi. 3aans 3abesneveHHs skocTi i
edeKTUBHOCTI poboTU Nepea KOXHOI Cepielo aHanisiB crif npoaHanisyBaTit HOpMarbHi Ta NaTonorivHi
KOHTPOSbHI MaTepiany. SKLLO KOHTPOMi He Noka3arnu o4ikyBaHWX pe3ynbsTaTiB, To pes3ynbraTu, oTpumaHi
Ansi 3paskiB NawieHTiB NOBUHHI BU3HABATUCS! HEAOCTOBIPHUMMU (HediNCHUMM).

PekoMeH0BaHUM € BUKOPWUCTaHHS! KOHTPOSBHIX NNa3M KpoBi 3 ABOMA PIBHAMM KOHTPOIIO, OZIVH 3 SIKUX
NSt HopMarnbHUX (GNN3bKUX A0 HOpMAanbHKX) 3HaueHb: KoHTpomnbHa nnasma HopmanbHa [ntoc, kar.
Homep EHLO0016, apyruin - ana natonoriyHmnx 3HaveHb: KoHTponbHa nna3ma natonoris Mnioc, kart.
Homep EHL0O0017.

OBMEXEHHA 3ACTOCYBAHHA

[emonisoBaHi i rinepninemiuHi 3pasku, a TakoX 3paskv 3 BUPAKEHVMYM 03HaKaMU KOBTSIHULLi CMIOTBOPIOOTL
BUMIpPIOBaHHS MOMMHAHHSA, TOMY AN OTPUMAHHS TOYHWX Pe3ynbTaTiB y Takux BUNaakax HeobxigHe
BUKOPUCTaHHS1 BrnaHKky 3paska. Takox 1oro BUKOPUCTaHHS € HeoBXiOHWM 3a HasiBHOCTI BigknageHol
KOHTaKTHOI akTuBaLii dakTopy, 3okpema Ans nauieHTiB 3 [BC-cMHApOMOM, a TakoX ANs nauieHTis,
AKI BXWBAIOTb OparnbHi KOHTPALENTUBM (CPUYMHAIOTL XOMOAHY aKTuBaLliio). bnaHk 3paska rotyetbes
onucaHuM Ans 3paska nauieHTa cnocobom, ofHaK i3 3aMiHOK Po34uHY coni Ha PeareHT 1 (AkTuBaTop
C-6inky). Micnst BUMiptoBaHHs GnaHKy 3paska HeobXiOHO BiAHATV OTPUMaHe 3HAYeHHs Bif 3HAYEHHS
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