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Imidazole Buffer
Instructions for use

INTENDED USE

Imidazole Buffer is a universal buffer used in quantitative coagulation studies on human plasma, typically
Fibrinogen (Clauss) and Factor Assays. Imidazole Buffer is used to dilute reference plasma for the
preparation of standard curves in Fibrinogen and Factor Assays and is also used as diluent for the patient
plasmas for Fibrinogen or Factor quantitation. The buffer can used on manual, semi-automated and fully
automated methods for the performance of Fibrinogen and Factor Assays. The instructions supplied with
the analyser and/or the test procedure should be followed for use.

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.

COMPOSITION

Component  Content Description Preparation
Imidazole 10x 25 mL  Each bottle contains an aqueous solution of The buffer is ready
Buffer 0.05M Imidazole, sodium chloride, and sodium for use as

azide (<0.1%) as a preservative pH 7.3 +0.10. packaged.
Each kit contains Instructions For Use.
ITEMS REQUIRED BUT NOT PROVIDED
Helena Biosciences Europe supply the following kits available for use with this product:

REF 5556H/5556
REF 5376H/5376

Clauss Fibrinogen 50
Clauss Fibrinogen 100

STORAGE AND STABILITY

Unopened bottles are stable until the given expiry date when stored under conditions indicated on the
bottle label. Avoid contamination of the buffer and discard if any particulate matter indicative of
contamination is observed.

Bydep UMnpasonosbii
WHCTPYKUMA

NPUMEHEHUE

Bycdep MmMmnaasonoBbii ABNAETCA yHUBepcanbHbiM GyhepoM, MCNOnb3yembiM B KONMYECTBEHHbIX
MCCNeAoBaHNAX KOArynALMK Ha Nnas3me KpoBYW YenoBeka, B OCHOBHOM B UCCNENOBaHNAX (hbpUHOreHa
(no metopy Knaycca) u cakTopoB. Bydep Vmuaasonoebii ucnonb3yeTcA [AnA pasBeaeHuA
pechepeHCHO Nnasmbl ANA NPUrOTOBNIEHNA KaNMBPOBOYHbIX KPUBLIX B UCCNEA0BaHNAX (hnbpuHoreHa u
¢haKTOpoB, a TaKXe WCMOMb3yeTcA B KayecTBe AWIIOEHTA ANA Nnas3Mbl KPOBW MaLMEHTOB B
KONMYECTBEHHOM onpefeneHun ubpuHoreHa WM hakTopoB. [NA NpoBeAeHWA UcCnefoBaHni
¢pubpuHoreHa u hakTopoB Gyep MOXHO MCMONb30BATb B PY4HbIX, NONYaBTOMATU3MPOBAHHBIX W
NONHOCTbIO aBTOMATU3MPOBAHHbLIX MeToAax. I'Ipm UCNONMb30BaHMN HY>XKHO CneafoBatb WHCTPYKUMAM,
NOCTaBNEHHBIM C aHANIN3ATOPOM, U/ METOZIMKE NPOBEICHUA UCTIbITAHWIA.

NPEAYNPEXAEHUA N NPEOOCTOPOXXHOCTU

PeareHTbl, coaepxalumecA B AaHHOM Habope, npeHasHayYeHbl UCKMIOYNTENBHO ANA AMArHOCTUKM in
vitro — HE MPUHUMATb BHYTPb. MNpu pa6oTte co BcemMun KOMMOHeHTamMn Habopa ofesaiiTe nepyaTku.
Koabl pucka 1 6€30MacHOCTH, a TakXke MHOpMaLMio No yTWAM3auuu CMOTpWUTe B nacrnopTe
6€30MacHOCTM NpoayKTa.

COCTAB PEATEHTOB

K T Co, Or MpurotosnexHue
Bydep 10 x 25 mn B kaxxaom dnakoHe cogepxusetcAa  Bydep rotos k
Mmupasonosbin BO/HbIN pacTBop 0.06M MiMmagasona, NPUMEHEHMIO B TaKOM
HaTPUA XNIOPVA 1 a3ng HaTpuA, BU/ie, KaK OH YNaKkoBaH.
<0.1%, B Ka4eCTBe KOHCepBaHTa
pH=7.3 20.10.

B kaxxaom Habope COAep>KMTCA MHCTPYKLIVA NO NPUMEHEHNIO.

TPEBYEMbIE, HO HE MOCTABJIAEMbIE MATEPUATIbI

Komnanua Helena Biosciences Europe noctaBnAeT cregylolwme wumelowmeca Habopbl  AnA
MCNONb30BaHWA C AaHHBIM NPOAYKTOM:

Kar. Ne 5556H/5556 TecT-cuctema "Onpenenenune ubpuHoreHa metoaom Knaycca 50"

Kat. Ne 5376H/5376 TecT-cuctema "Onpepnenexne dubpuHoreHa metoaom Knaycca 100"

XPAHEHUE N CTABUJIbHOCTb

HeECKprTbIe d)ﬂaKOHbl COXpaHAT CTabunbHOCTb A0 UCTeYeHuA YKasaHHOro cpoka roaHocTu npu
COGMIOAEHUN YCINOBWIA XPaHEHWA, YyKas3aHHbIX Ha 3TUKeTKe rnakoHa wnu Habopa. W3beranTe
3arpAsHeHuA 6ycepa M He UCMOMb3yiTe ero, ecnu HabnojaloTcA Kakue-nmbo TBepAable npuMecy,
CBMAETeNbCTBYOWME O 3arpA3HEeHUN.






