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PRODUCT PERFORMANCE AT ROOM TEMPERATURE CONDITIONS
XAPAKTEPUCTUKMN KOHTPONEWM NMPU KOMHATHOW TEMMNEPATYPE XPAHEHMA

Most of the Eurocell controls and calibrators require 2 to 8
Degrees Celsius storage, typically the temperature range
of a refrigerator. This was chosen to extend product shelf
life using a controlled environment easily found in most
clinical labs worldwide. There was no formal study to
identify the ideal temperature range of these products; a
temperature study was executed to assess the
performance of a product left at room temperature for an
extended period of time.

Protocol

Two protocols were used. Protocol 1 used six different
product types of whole blood based controls and
calibrators and were exposed to 15T (+/- 2 degrees) for a
period of 7 days. Protocol 2 exposed the same six
product types of whole blood based controls and
calibrators to 20C (+/- 2 degrees) for a period of 7 days.
The pass/fail criteria for both protocols was that all results
of testing on the assayed parameters must stay within the
assay ranges during the open vial testing performed at the
end of the stated shelf life for that product.

Test Results

All values remained with the assay ranges for product
stored at 15C (+/- 2 degrees) for a period of 7 days.

Excluding random errors, all values remained with the
assay ranges for product stored at 20C (+/- 2 degr ees)
for a period of 7 days with the exception of the mean cell
volume (MCV) on the low level of controls. When stored
at this temperature, the MCV increases and increased
outside of assay range for the low level.

Conclusion
Product that is left outside of the 2-8C storage
temperature for extended periods of time may show an

increase in the MCV, depending on the exposure
temperature and length of time.

BonblwnHCTBO KOHTponen u kanubpaTtopoB R&D Systems/
Eurocell TpebytoT xpaHeHus npu Temnepartype ot 2C go 8°C,
4YTO COOTBETCTBYET CTaHAAPTHON TemnepaType O6bITOBOro unm
MEAMLMHCKOrO  XOMNOoAausnbHUKa. JTW  3HayeHus  Obinu
BblbpaHbl, 4YTOObLI A4OCTUYL MAKCUManbHOMO CpoKa XpPaHeHWs
npoAykta B KOHTPONMPYEMOW Cpede, KOTOPYyK  erko
obecneunTb B GOMbLINHCTBE KNMHUYECKUX nabopaTtopuii no
BCEMY MUPY. TeM He MeHee, popManbHOro uMccnegoBaHNs
Ans onpefeneHvs WaeanbHOro JvanasoHa TemnepaTypbl
XpaHeHUsi paHee HWKOr4a He NpPOBOAWIIOCH; Mbl MPOBENM
Takoe uccrefoBaHue, YToObl OLEHUTL NOBeAeHNEe KOHTpOnen
B YCINOBWSX XpaHeHWsl Mpu KOMHaTHOW TemnepaTtype, Ha
NPOTSXKEHWUN ANUTENbHOTO Nepuoaa BPEMEHM.

[poTokon

Bbinu ncnonb3oBaHbl ABa NPOTOKONA: MO NEPBOMY NMPOTOKONY
WeCTb pasfU4YHbIX TUMOB FemMaToNorMYeckux KOHTPOSen
noasepranvcb BosgencTeuio Temnepatypel 15°C (+/-2°C) B
TeyeHve 7 pOHel. o BTOpOMY NpPOTOKONY 3TU Xe BuAabl
KOHTpONEN NoABepranucb BO3OENCTBMIO TemnepaTypbl 20°C
(+/-2°C) B TedyeHume 7 gHen. Kputepusamn gns obomx
NPOTOKOSOB ObINO TO, YTO BCE pe3ynbTaTbl TECTUPOBAHNUS MO
aHanuManpyembiM napameTpaM [OSBKHbl  OCTaBaTbCs B
npegenax nUMUTOB UW3MepeHuin no Tabnuue LeneBblxX
3HayeHUn. AHanu3 OTKpbITOro (nakoHa Obin BbINOMHEH B
KOHLIE YKa3aHHOro CpoKa XpaHeHWs AaHHOro NpoAykKTa.

Pesynbrathl TecToB

Mpu Bo3sgencTeum Temnepatypbl 15°C (+/-2°C) B TeyeHue 7
OHel Bce 6e3 UCKNIoYEHUST 3HAYEHUSI KOHTPOMs OCTanucb B
[OMNyCTUMOM Mana3oHe OTKIMOHEHWA.

OT16pocmB cnyyarHble OWNBKN n3mepeHuid, NpyM BO34enNCTBUM
Temnepatypbl 20°C (+/-2°C) B TeyeHue 7 OHEN BCe 3HAYEHUs
KOHTPONS, MWCKoYaa cpedHun obvem aputpoumta (MCV),
ocTanucb B AONYCTUMOM  AManas3oHe  OTKIOHEHWN.
EQMHCTBEHHBIM OTKIMOHEHWEM ObINo yBenuyeHne 3HayeHus
MCV Tonbko Ha Hu3KOM (L) ypoBHE remaTonorm4yeckoro
KOHTpOnS.

Mpu XpaHeHWUN KOHTpOmeW Npyu KOMHATHOW TemnepaType Ha
NMPOTSDKEHUN  ANUTENBHOTO  Nepuofda BPEMEHWU, MOXET

HabnoaaTbCa TONBbKO HE3HAYMTENbHOE U3MEHEHUE YPOBHS
MCV, koTopoe 3aBUCUT OT TemnepaTypbl U OJIMTENbHOCTU
BO3AENCTBUA.
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