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Clauss Fibrinogen 50
Instructions for use

INTENDED USE

For the quantitative determination of fibrinogen, based on the Clauss method, in human citrated plasma
on Helena Biosciences Europe AC-4, C-1, C-2, C-4 Coagulation Systems.

Clauss _Fibrinogen 50 is intended for the quantitative determination of fibrinogen in human plasma.
Clauss' developed a simple method for the quantitative determination of fibrinogen by measuring the
clotting time of dilute plasma after the addition of Thrombin (>30 NIH units/mL). This clot time is
proportional to the fibrinogen concentration. Levels of fibrinogen can increase as a result of inflammation,
pregnancy or oral contraceptive use®. Decreased levels can be found in certain states such as liver
disease and DIC. Congenital deficiencies include afibrinogenaemia (no detectable fibrinogen),
hypofibrinogenaemia (<1 mg/mL) and dysfibrinogenaemia (abnormal fibrinogen molecule).

WARNINGS AND PRECAUTIONS

The reagents contained in this kit are for in vitro diagnostic use only - DO NOT INGEST. Wear gloves
when handling all kit components. Refer to the product safety data sheets for risk and safety phrases and
disposal information. Plasma products have been screened and found negative (unless otherwise stated
on the kit box or vial) for the presence of Hepatitis B Antigen (HbsAg) HIV 1 and 2 antibody and HCV
antibody; however they should be handled with the same precautions as a human plasma sample.

COMPOSITION

Component  Content Description Preparation
Thrombin: 5 x 4 mL (REF 5556R) Contains approximately Reconstitute each vial with:
50 NIH/mL 5 x 2 mL (REF 5556HR) 200 (REF 5556R) / 100 4 mL (REF 5556R)

(REF 5556HR) units 2 mL (REF 5556HR)
bovine thrombin with of purified water. Take care
stabilisers. when pipetting to avoid
contamination. Swirl gently
and allow to stand for 15
minutes. Mix well
immediatley before use. Do
not shake.
Fibrinogen 2 x 1 mL (REF 5556R) Contains 1 mL of Reconstitute each vial with
Calibrator 1 x 1 mL (REF 5556HR) lyophilised normal human  exactly 1 mL of purified
plasma assayed for water. Swirl gently and allow
fibrinogen levels. to stand for 10 minutes. Mix
gently before use. Do not
shake.
The buffer is ready for use
as packaged.

Imidazole 2 x 25 mL (REF 5556R) Each bottle contains an

Buffer 1 x 25 mL (REF 5556HR)  aqueous solution of
0.05M Imidazole, sodium
chloride, and sodium
azide (<0.1%) as a
preservative pH 7.3
+0.10.

Each kit contains instructions for use.

Each kit contains lot specific reference values insert.

ITEMS REQUIRED BUT NOT PROVIDED

Refer to the Instrument Operator Manual and/or application note for appropriate instructions. The
reagents contained in this kit are also available as separate items:

REF 5374 Clauss Fibrinogen (Thrombin only)
REF 5378 Clauss Fibrinogen (Thrombin only)
REF 5379 Fibrinogen Calibrator

REF 5375R Imidazole Buffer

STORAGE AND STABILITY
Unopened vials are stable until the given expiry date when stored under conditions indicated on the vial
or kit label.

Thrombin: 50 NIH/mL  Once reconstituted, the reagent is stable for 8 hours at *15 —*30°C, 1 week at
*2-*8°C or 1 month at -20°C.
Fibrinogen Calibrator ~ Once reconstituted, the reagent is stable for 4 hours at *2 —*8°C.

Imidazole Buffer Store at *2 —*8°C once opened.

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 *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 for more than 5 minutes®.

PROCEDURE

Refer to the appropriate instrument Operator Manual for detailed instructions or contact Helena
Biosciences Europe for instrument specific application guides.

INTERPRETATION OF RESULTS
Expected values for fibrinogen in healthy adults are 150-350 mg/dL (1.5-3.5 g/L)"’S.
LIMITATIONS

Heparin levels >0.6 units/mL and fibrinolytic degredation products >100 mg/mL may cause falsely low
fibrinogen quantitation. If values fall outside the standard curve values for the patient samples, re-assay
using an appropriate dilution to bring values into the standard range.

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. Helena
Biosciences Europe supply the following controls available for use with this product:

REF 5301 Speciality Assayed Control N
REF 5302 Speciality Assayed Control A
REF 5186 Routine Control N

REF 5187 Routine Control A

REF 5183 Routine Control SA
REFERENCE 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.

PERFORMANCE CHARACTERISTICS

Helena Biosciences Europe or their representatives have determined the following performance
characteristics as a guideline. Each laboratory should establish its own performance data. The Clauss
Fibrinogen assay is designed to give a linear calibration from 1.5 - 6.5 g/L.

Reproducibility

Intra-assay precision

Fibrinogen (g/L) n CV (%)
1.2 21 5.7

3.2 21 5.9

6.3 21 1.8
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TecTt-cuctema "OnpepneneHue pubpuHoreHa meToaom
Knaycca 50" ru
VHCTPYKUMA

NPUMEHEHUE

TecT-cuctema "Onpepnenexve cubpuHoreHa metogom Knaycca 50" npeaHasHaveHa AnA NpoBeAeHWA
KONMYECTBEHHOTO  onpefieneHuA cmubpuHoreHa no Knayccy B nnasme KpoBM YeroBeka Ha
KoarynomeTpax npou3soAcTea KomnaHum XeneHa C-1/2/4/AC-4.

Tect-cuctema "Onpepnenenve cubpuHoreHa metoaom Knaycca 50" npeaHasHaveHa AnA NpoBefAeHWA
KONMYECTBEHHOTO onpefeneHuA  ubpuHoreHa no Knayccy B nnasve KpoBM YenmoBeka Ha
KoaryriomeTpax. MeToa Knaycca' — MpocToil METOA KONMYECTBEHHOrO OnpedernieHnA thuGpUHOreHa,
OCHOBaHHbIA Ha M3MepeHWN BpeMeHn obpasoBaHWA crycTka. MeTon npoBoauTCA B pas3BefeHHO
nnasme nocne po6aeneHuAa Tpom6uHoOBOro peareHTa (> 30 ME/mMn). BpemAa obpasoBaHuA cryctka
NPOMOPLIMOHANBHO KOHLIEHTPaUUN prEpuHOreHa. YpoBeHb (hrnbprHOreHa MOXET YBENMUMBATLCA Npn
BOCMANeHnM, GEPEMEHHOCTI WM MPU MpUemMe MepopanbHbIX KOHTpauenTueos®. Huskiue 3HaueHua
MoryT HabniogaTbcA npu 3abonesaHuAx nedeHn n [IBC. MameHeHne coaepxanna cubpuHoreHa B
nnasme rnomoraeT AUarHOCTUKE BPOXAEHHbIX AeULMTHBIX COCTOAHUNA, BKoYaA aubpuHoreHemMuto
(nonHoe oTcyTCTBME (PUOPUHOrEHa), rUNOPUOPUHOrEHEMMIO (KOHLEHTpaumA ubpuHoreHa MeHee
1 Mr/Mn) n aucchmbprHoreHemMuio (CTPYKTYPHbIE HapylleHnA B Monekye hubpuHoreHa).

NPEAYNPEXAEHWA N MPEAOCTOPOXXHOCTU

PeakTuBbI, coaepxalmeca B Habope, NpeaHasHaveHbl TONbKO ANA in-vitro anarHoctvku. Mpu paboTte ¢
Nio6bIM M3 KOMMOHEHTOB Habopa MPUMEHAITE COOTBETCTBYIOLLYIO 3aLMTHYIO OfieX Ay (0fHOpa3oBble
PE3VHOBbIE UMM NNAcTUKoBble nepyaTkM U T.4.). O3HAKOMbTECH C WHCTPYKUWMEn Mo Mepam
NpefoCTOPOXHOCTU. TeCTUpPOBaHMe KOHTPOMLHON NNasmbl (NGO peareHTa) Ha COAepXaHue aHTureHa
Bupyca renatuta B (HBsAg), aHtuten k HIV | v Il aHtuTen u HCV gano oTpuuatenbHblii pesynsTtaT (3a
VCKIIIOYEHNEM, €CNIU MOCNEIHEE He yKasaHo Ha ynakoBke Unn (briakoHe), TeM He MeHee, npu paboTe ¢
Heli/Hum cneflyeT cobnoaaTthb TaKyo Xe 0CTOPOXHOCTb, Kak U npu paboTe ¢ obpasLamv nnasmbl KpoBM
Yenoseka.

COCTAB PEATEHTOB

KOMMOHeHTbI CocraB Habopa Onucatune Mpurotosnexue
peareHToB
TpOM6MHOBBII 5x 4 mn (Kat. Ne 5556R) coaepxuT 200 eanHnL, BHecTu BO hnakoH:
PearenT: 50 5 x 2 mn (Kart. Ne 5556HR) (Kart. Ne 5556R) / 4.0 mn (Kar. Ne 5556R)
ME/mn 100 eauHuy (KaT. Ne nnm
5556HR) 6bl4bero 2.0 mn (KaT. Ne 5556HR)
Tpom6uHa co [LAVCTUNNMPOBAHHO
cTabunusaropamu. (nenoHn3MpoBaHHoN
BOfbl). OCTOPOXHO
nepemeLuats 1
0CTaBUTb NpK
KOMHaTHO
TemnepaType B TeueHue
15 mMuHyT. Mepen
MCMONb30BaHNEM ellie
pa3 nepemelatb. He
BCTPAXMBATb.
Kanu6patop 2 x 1 mn (Kat. Ne 5556R) Copnepxut 1.0 Mn BHecTu Bo chnakoH 1.0
DdubpuHoreHa 1 x 1 mn (Kat. Ne 5556HR) IMOUNU3NPOBAHHO M7 AUCTUNNIMPOBAHHO
HOPMasbHOM MNasmbl VNN [1eNOHN3NPOBaHHO
Yenoseka, B0/bl. OCTOPOXHO
aTTecToBaHHoM Nno nepemeLatb 1
ypoBHIO chubpuHoreHa. OCTaBWTb Npu
KOMHaTHOMN
TemnepaType B TeueHue
10 muHyT. Mepen
MCMONb30BaHNEM ellle
pa3 nepemeLuats. He
BCTPAXUBATD.
Bydep 2 x 25 mn (Kart. Ne 5556R) B kaxxaom cnakoHe [lononHuTenbHble
Wmupasonosbit 1 x 25 mn (Kat. Ne 5556HR)  coiepxuBeTcA BoAHbIA  pa3BeAeHUA He
pactsop 0.05M TpebytoTcA.

Wmunpasona, HaTpua
XNOPUZ U a31A HaTpuA,
<0.1%, B kayecTBe
KOHcepBaHTa pH=7.3
+0.10.

Kaxaplih Habop COAEPXXMT MHCTPYKLIMIO NO NPUMEHEHNIO.

MacnopT ¢ pehepeHCHbIMU 3Ha4YEHNAMMU.

TPEBYEMBbIE, HO HE MOCTABJIAEMbIE MATEPUAJbI

ApanTtauuun peareHTOB K pas/inyHbIM npmﬁopaM AOCTYNHbI  NO

Kar. Ne 5374
Kat. Ne 5378
Kat. Ne 5379

Kar. Ne 5375R Bycep Vimuaasonosbiit

XPAHEHUE N CTABUJTIbHOCTb

TecT-cucTema "dubpuHoreH no Knayccy (Tonbko TPOMOWHOBbIA peareHT)
Kanubpatop ¢ubprHoreHa

3anpocy y ouLmManbHbIX
[LMCTPUGLIOTOPOB U KOMMaHUM XeneHa. PeareHTbl, BXOAALME B HA60P MOTYT GbiTb 3aKa3aHbl OTAENbHO:

TecT-cuctema "®ubpuHoreH no Knayccy (Tonbko TPOMOGMHOBBI peareHT)"

"

HeBcKpbIThle (hnakoHbl XpaHATCA A0 UCTEYEHMA CPOKa rOAHOCTM B YCMOBUAX, YKa3aHHbIX Ha ynakoBke
WNn 3aTUKEeTKe.

Tpom6uHOBbI PeareHT:  Mocne pacTBOpeHWA, TPOMGVMHOBBIN peareHT cTabuneH B TeYeHve 7 Hen

50 ME/mn npu *2 —*8°C, 8 yacos Ha 60pTy aHanusaTtopa npu 15 —*30°C u 1 mecay
npu -20°C

Kanubpatop Mocne pacTBopeHuA, kanubpaTop cTabuneH B Te4eHne 4 4acos nNpu

dubpuHoreHa ‘2 -*g°C

Bydep IMpasonosbiii  BekpbiThil hniakoH ¢ 6ychepom criefiyeT xpaHuTh npu *2 —*8°C

CBOP N NPUIrOTOBJIEHUE OBPA3LIOB

[nA pa6oTbl crefyeT MCNONMb30BaTb TOMbKO NNACTUKOBLIE MMM CUIIMKOHMPOBAHHBIE CTEKMAHHbIE
npo6upkn. Kpoeb 3abupaeTcA B NPOBMPKY C LMTPATHbIM aHTUKOarynaHToM (3,2% wnu 3,8% untpat
HaTpuA) B cooTHoweHun 9 + 1. Mocne ueHTpudbyrmposaHma npu 1500 g, B TeyeHue 15 MUHYT
(vcnonb3oBaHMe ApYrux NapamMeTpoB [OMXHO MPOBEPATHCA NaGopaTopueil), NONMyHEHHYI nnasmy
HEo6X0AMMO OTAENUTL OT (POPMEHHBIX SNMEMEHTOB KpOBU. [1Na3my credyeT XpaHuTb Npu Temnepatype
*2 —*8°C unm *18 —*24°C. TecTuposaHue AOMXHO 6bITb NPOBEAEHO B TedeHue 4 4acos nocre 3abopa
obpasuos, nM60 MNasMy MOXHO OAHOKPATHO 3aMOPO3WUTb W XpaHUTb Npu TemnepaType -20°C B
TeyeHue 2 Heflenb unm npu -70°C B TeueHne 6 mecAUeB. Mepen NpoBeieHEM UCCNEA0BAHNA Nnasmy
cnegayeT 6bICTPO pa3amMopoauTb npu *37°C. He aepxartb nnaamy npu *37°C 6onee 5 MuHyT.

NPOLIEAYPA BbINOJIHEHUA AHANIU3A

[inA nonyyexna 6onee noapo6HON UHGOPMaLMKM 06PATUTECH K WHCTPYKLMM HA aBTOMaTUYECKUA unn
I'IOﬂyaBTOMaTI/NeCKI/Iﬁ KoarynomeTp.

WHTEPMNPETALWA PE3YNIbTATOB

Cpe,CLHMﬁ YpOBeHb ®M6pMHOI’eHa B nonynAuuMn npakTU4ecku 3A0pOBbIX ﬂlOlleI;I HaxoauTcA mMexay
150-350 mr/an (1.5-3.5 r/ny*>.

OrPAHUYEHUA

Ha HW3KO NOXHbIE PesynbTaThl KOHUEHTPaLUuM huBpUHOreHa, NonyyeHHbIe Ha KoarynomeTpe, MoXeT
BNWATb renapuH B KoHueHTpauwu >0.6 Ea/mn v MA® B KoHueHTpauum >100 mr/mn. Ecnu 3HayvennAa
o6pasuoB MauMeHTOB BbiMajaloT 3a rpaduk CTaH4apTHOM KpuBOW, To TpebyeTcA [AanbHelwee
pasBefeHve obpasua, 4To6bl 3HaYeHMe nonaaani B NMHeWHbI ananasoH ot 1,0 8o 6,5 r/n.

KOHTPOJIb KAYECTBA

Kaxpaan nab6opatopua AOMKHA YCTAHOBWTb MPOrpamMMy KOHTpoONA Kadectsa. [leped uamepeHuem
KaXkaoii MapTuu 06pasLoB NaUMEHTOB HEOBXOANMO MPOTECTUPOBATL HOPMATbHYIO U NATONOrMYECKYo
nnasmy, 4Tobbl YAOCTOBEPUTLCA B YIOBNETBOPUTENbHOW paboTe o6opyaoBaHMA U onepatopa. Ecnn
KOHTPOSbHbIE M3MEPEHUA He COBMajaloT C OXMAAEMbIMM 3HAYEHUAMM, TO W3MEPEHHble AaHHble
nauveHTOB cnefyeT CYuTaTb HEAOCTOBEPHLIMU. OMMAaHUA XeneHa pekoMeHAyeT cneaylowme
KOHTPOSIbHbIE MaTepuansi:

Kar. Ne 5301 KoHTponb kayecTBa cneumarnbHble TeCTbl, HOpMa

Kat. Ne 5302 KoHTponb KavecTBa crneumanbHble TeCTbl, NaToNorva
Kat. Ne 5186 KoHTponb KayecTBa, Hopma

Kart. Ne 5187 KoHTponb kayecTsa, yMEPEHHO BbipaXeHHanA naTonorua
Kart. Ne 5183 KoHTponb KayecTBa, BbICOKaA naTonorua

PE®EPEHCHbDIE 3HAYEHUA

PedbepeHcHble  3HAYEHMA MOTyT BapbMpoBaTh MeXJy nabopaTopuAMM B 3aBUCUMOCTU  OT
MCNONb3yeMbiX MeTOAOB W KoarynomeTpoB. [lo 3ToW MpuunHe Kaxkaaa nabopaTopuA AOMKHA
YCTaHOBUTb CBOW COBCTBEHHbIE 3HAYEHUA.

AHAJIMTUYECKUE XAPAKTEPUCTUKN

KomnanvA XeneHa wmn eé .ClVICTpI/IGbKJTOpr onpegenunun cnepywwme  OpUeHTUPOBOYHbIE
aHanuTU4ecKne XapakTepucTuku. Kaxaana naﬁopaTopvm AOMKHa onpejenuTb CBOU cobCcTBEHHbIe
aHanuTU4ecKne XapakTepuCTUKW. an UCNOMb30BaHMM  py4YHOro meToaa 6binu onpeaeneHb!
cnepyowme KoapuumeHTsl Bapuaumm (CV) n nuHeHocTb B amanasoHe ot 1,0 no 6,5 r/in (6es
AONOSTHUTENbHbIX pasBe.quw?l I'IJ'IaSMbI).

BOCI‘IpOMJBOAMMOCTb

B npeAenax aHanuTM4ecKou cepum

®ubpuHoreH (r/n) n CV (%)
1.2 21 57

3.2 21 59

6.3 21 1.8
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