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c € Instrutlions for Use
Koltagenreagens Horm®

1. Hame of the medical device

Keltaganreagens Hom®

2. Inlended parpose )

Wilre dizgrastic medical davics for determinalion of thiombacyte aggrepation capacity by suitzbly irained

medical personngl.

3, Precautions . )

hen ysed as directed, no special precaiions are regulred, beyond the generat precaldions in the handtng of

fuman bicod a8 a patentially ifectious specimen materil.

4. {omposilion

Kolageneagans Hom® suspansion contns 1 mo/ml of rafve collagen Fbeds foom equing tendon in Isatonle

g:agu;ose solution, with parabenes as a preservativa, The SKF soiuionis an fsotonie ghcoss souion {pH 2.7-

5, Slorage

Rolagenreagzns Horm™ Is fo b stared ot 2-8°C, Hs shalf ifa i5 two years.

After opening for the frst ime, the conlents should be sealed in an airtight manner. Microbial comgmination of

the opened vial 15 10 be avoided by aseptic working practices. Freezing can impalr the slabdly of e

suspension and for this reasen should ba avoided.

§. Presentalion

1 test 4t containg:

- 1 vighwith 4 ml of Kollagenrezgens Hom” suspensicn

- 4ampoules of 10 mi with SKE-s0’uton as difuling sofrion

7, Test malersl : T : R e

The recommended test materatis so-calied plaleletrich plasma, oblained by centrifugation 95 minat 100 x g

o 10 prin at 150 % g) from irated Blood and acusted 10 3 thrombocyte concentration of 2.0-3.0 x 107 wil

Yw-platelet plasma. Thrambacyle concentrations of < 2.0 x 10° ful should be avcided, 1o ensure sufficient

accuragy of measyrement. I addtion to measurement of thiembocyle aggregation in platelstrich” plasma,

methods 2re 2iso described in the [erature that permit the use of whoi blood 35 the fest matenal (Ma and

Schulie, 1972). -

8. Methed

8.1, Pringiple

The cobizgen foils in Koliagerreagens Hom™ act as an inducer of platelet aggregation, which can be

delerminad quantitatively by ibiémeley (Bon and Cross, 1963). Aggregosmelric investigation Is Cemried oulin

accordarce with the instructions of the manulacturer of th turbidimeter,

8.2. Genexal instructions far use

- Befora uss, the vial of Koflagensezgens Horm® suspension showd be inverled several timss or genty
saﬁﬁliad. Shaking can cause fny #ir bubbles to b2 trapped in the solution, which faisify the measurement
resuils,

- Rotlageneeagens Horm* suspznsion should be diuted exciusively with the SKF-seution suppied i the test
kit, and never with physiological saling.

- Kirtight storage is required for Kolagenreagens Horm® suspension in the opened vial, therefore it s
recommended o 1 a suteble, sealabie container zseplically with the quantiy needad for a week, and store
this in 2 ¢ao! place [2-5%C).

- The gipetting of very small quantiies of Fquid (< 20 o) should be avcldad, 50 as not fo impair the
messurement accuracy. Direct-Gisplacemsnt micropipetics mada of glass should be used if possibie.

« Vigorous sheking of e reaction vessels shou'd be avoided, becausa the cotlagen fibrils havz a fendency fo
adhera to surfaces and (s can felsily the measurement result.

- Kofagenreagens Hom” suspeasion shouid not be diuied excessively with SKF-sclufion (> 1:50), In order .
1o ensure comp'ete induction of platelet sggretetion s romimniies AR

8.3, Use of K&!Iagenzee?ms Horm®in the diagaastic test

Dring to dilerenges in Taboratory equipment (different centrifuges and aqgreqoimeters) and Jaboratery-specibe

madilications of the method of 2pgrepation, it is recommended to cefing the sangs of phiyslological aogregation

(?F?éﬂ}a[ vaugs) individually In ezcn lebarstary, The fofewing can therefore only bg recommendsd 23 a gnerdl

quide: i .

- Ditte the KeZaganrezgens Hom® susrensfon with the SKF-sciution Sugoed in the test kit to a conceniration
of 1:10) and add 7 as Inducer solutior to the plateleb-rich plasma (adjusied to 3.0 X 10%uw) 250 in 1:10 ratio.

- Depending on the pariicdar turbidmeter used, easure thareis a suffeient vouma i the maasuring vesssl,

- Defermine the parcentage zgqregation by mezns of furbidimatry, Low-platelet plasma of the sams patisnt In
each case should b used as reference for the turbidimstric measurement of thrombocyie aggregaton.

- It may b2 acvisable to prepars severel dution $teps of Kofagenreagens Horm® suspension (2. 110, 1:20,
1:30) and compare the maasursment carves of the agaregomater,

9, Internal Quality Conlro! i

Kollagenreagess Homn™ is characterised by high, stabie aclivity, good reproducifiy of the measyred tesults

ard bigh produciiviiy. . ) .

The manufasturer's ﬁuamg mznzgemsant ensures that the Uwombosyte-specific effectis the same in each baith

of KoFagenreagens Roim®, Pigtelst-rich pfasma of hez'thy brial sublects s used as reference,

S fzr, ro Internationz! or gererally recogrised standard has been estabiished for thrombocyte aggregation

induces by colzgen fitells. For this reason it is ezerated that it is advisabie for each laboratory to define the

roimal physiciogical values of the aggregation, taking into atcount the opérating instuctions for the respechive
TS, _ SRR, "

% g?:?&ance on use g in Section 83 ensures that thers is 2n exeess of coagen filxdls, which ghegs

acceae and reproducitie messurement results even i e aggregation eapacity of the thombocyles i

Cistutbed {2.g. through takdng acstyisafieylic 2cld).
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