CORMAY D-DIMER CONTROLS

CONTROL SERUM (LYOPHILISED)
FOR DETERMINATION
OF D-DIMER CONCENTRATION

CORMAY D-DIMER CONTROLS 4x05ml Cat. No 4-459

INTENDED USE

CORMAY D-DIMER CONTROLS is designed for use as control
serum when measuring D-dimer concentration. Kit contains
lyophilised control sera containing D-dimer at two levels (low — L
and high — H). The exact concentration of D-dimer is printed on the
label.

RECONSTITUTION

Carefully remove the rubber cap from vial and add 0.5 ml D-DIMER
DILUENT to the vial. Recap and leave at room temperature for
15 minutes, inverting gently to dissolve contents.

STABILITY AND STORAGE

1. Lyophilised serum remains stable when stored at 2-10°C until
expiry date given on the product label.

2. The constituents in reconstituted control serum are stable for
2 weeks at 2-10°C.

NOTES

1. Product for in vitro diagnostic use only.

2. Control serum must be used only for the purpose intended by
suitably qualified laboratory personnel, under appropriate
laboratory conditions.

3. This control serum has been tested for the HIV antibody, HBsAg
and HCV and found to be non-reactive. However this material
should be handled as thought capable of transmitting infectious
disease.

4. D-DIMER DILUENT is present in kits for determination of
D-dimer concentration.

5. D-DIMER DILUENT contains sodium azide (< 1 g/l) as
a preservative. Avoid contact with skin and mucous membranes.

WASTE MANAGEMENT
Please refer to local legal requirements.

Date of issue: 04.2011.

MANUFACTURER

PZ CORMAY S.A.
ul. Wiosenna 22,
05-092 Lomianki, POLAND
tel.: +48 (0) 22 751 79 10
fax: +48 (0) 22 75179 14
http://www.pzcormay.pl
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KOHTPOJIBHASI CBIBOPOTKA

(THOPUIN3NPOBAHHAST)
JIUISI ONTPEAEJIEHMSI KOHIIEHTPALIHA
I-TUMEPA
CORMAY D-DIMER CONTROLS 4x05mr1  Kar.Ne4-459
MPUMEHEHUE

CORMAY D-DIMER CONTROLS MpelHa3HaueH s
WCTIONIG30BaHUSI B KaueCTBE KOHTPOJLHOW  CHIBOPOTKH  IIPH
u3MepeHnn  KoHuneHtpamuu  [-mumepa.  HaGop — comepkut
TUOMWIN3UPOBAHHYI0 KOHTPOJBHYIO CHIBOPOTKY  COJEPIKAIIYIO
J-mamep aByx ypoBHed (Huskuiét — L u Beicokmit — H). Tounas
KOHIeHTpauus J[-auMepa yka3aHa Ha ITUKeTKe ()1akoHa.

MNPUTI'OTOBJIEHUE

OCTOpOXXHO YAQIUTH BHHTOBYIO KDBIIMIKY C (pJJAKOHa M BHECTH BO
¢maxon 0,5 M D-DIMER DILUENT. 3akpbiTe KpBIIIKO# (IakoH 1
OCTaBUTH ()JIaKOH B TeUCHHE 15 MUH IpHU KOMHATHOW TeMIlepaType,
MSTKO HEpPEMEIINBast COAEPKUMOE.

CTABUJIBHOCTH U XPAHEHUE

1. HeBckpsbita chiBOpoTKa crabmisHa npu 2-10°C B TeueHue cpoka,
YKa3aHHOTO Ha STUKETKe (pIaKoHa.

2. PactBopenHast  (BOCCTaHOBJICHHAs)) KOHTPOJBbHAs CHIBOPOTKA
crabuibHa 2 Hepenu npu 2-10°C.

MNPUMEYAHUA

1. TIpOAyKT TOJNBKO IS AUATHOCTHKH iN Vitro.

2. KoHTposibHas CBIBOPOTKA MOJDKHA OBITH HCIIOJB30BaHa IO
Ha3HAUCHUIO  TOJNBKO  KBAIM(HIMPOBAHHBIM  IIEPCOHATIOM
71a00paTOPHH B COOTBETCTBYIOMNX JIAOOPATOPHBIX YCIOBHSX.

3. aHHas CHIBOpPOTKa ITPOBEpEHa Ha NMpUCYTCTBHE aHTUTEN K BUY,
K aHTHreHa Bupyca rematura B (HBsAg) u C, pesymbrar
oTpuuaTenbHbIA. TeM He MeHee, NaHHBIA MaTepuan ClieayeT
paccMaTpuBaTh  MOTEHIMAIGHO  HWHBa3sHHHBIM ®  Tpebyer
OCTOPOKHOTO OOpaIIIeHHSI.

4. D-DIMER DILUENT npucytcTByeT B HabOpax [uis ONpeaeTIeHus
KOHIeHTpauuu Jl-numepa.

5. D-DIMER DILUENT conepxut asug Hatpusi (< 1 1/1)
B KadecTBe KOHcepBaHTa. l30erarp KOHTaKTa C KOXEH U
CJIM3UCTBIMU 000JI0YKaMHU.

YTUIN3ALIUSA OTXO/J10B
IMocTynath cOrfiacHO MECTHBIM TPEOOBAHHSM.

Jara coznanms: 04.2011.
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