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agulation and Hemorrhagic Complications in an Elderly Pop-
ulation With Atrial Fibrillation. // Arch Inter Med. 2001, Vol.
161 N17,24.

Akhmeteli L., Iremashvili B., Lomidze N., Saginashvili L.,
Magalashvili D.

TREATMENT OF SPONTANEOUS
HEMATOMA (TWO RARE CASES)

TSMU, DEPARTMENT OF SURGERY N1

Two cases of large, warfarin-induced hematomas are dis-
cussed. In both cases, coagulopathy due to uncontrolled
use of warfarin was the reason of hematoma.

Conclusion: Repeated radiological studies are needed to
diagnose and evaluate a warfarin-induced hematoma. Nor-
malization of blood clotting system is an important part of
the treatment. Prior to the correction of the coagulogram, in
the absence of absolute indications for surgery, surgical in-
tervention should be avoided, since at this time bleeding
can be fatal for the patient. It is noteworthy, that the pres-
ence of leukocytosis does not confirm hematoma infection.
In the case of a giant hematoma, if necessary, two-stage
treatment can be used. The first stage includes conservative
measures to maintain hemostasis and achieve normal coag-
ulation, as well as preparing the patient for surgery. The
second stage is surgery to eliminate the hematoma.
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VALDATION CHROMATOGRAPHIC
UANTITATIVE DETERMINATION OF
-NITROSODIMETHYLAMINE AND N-

NITROSODIETHYLAMINE IMPURITIES

IN “VALSACOR HD” TABLETS

'“GLOBALTEST”, LLC, TESTING LABORATORY;
*TSMU, DEPARTMENT OF PHARMACEUTICAL AND
TOXICOLOGICAL CHEMISTRY

Chromatographic (HPLC) method for determination of
NDMA and NDEA impurities in “Valsacor HD” tablets.
The coefficient of variation specificity is 0,03 for NDMA

and 0,02 for NDEA(CV<2%)).

The accuracy (systematic error of an analytical method)
for the NDMA is - 0,172 and for NDEA - 0,58% (acceptability
criteria <2,0%);

The correlation coefficient for the NDMA is - 0,997 and
for NDEA - 0,999% (N>0,995); The method is linear from 5/5
ng/ml -250/250 ng/ml.

Thus, the results received during validation of an HPLC
method of quantitative determination of NDMA and NDEA
impurities in “Valsacor HD” tablets, have shown full confor-
mity of the developed method to requirements Guidance for
Industry Bioanalytical Method Validation U.S. Department
of Health and Human Services Food and Drug Administra-
tion Center for Drug Evaluation and Research (CDER) Cen-
ter for Veterinary Medicine (CVM) May 2001 on the follow-
ing validation characteristics: Specificity, Accuracy.
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