bm@530d

3bm3gmemo  Fo@mBmImdol 153390  3OMEMIGTo  FgmOoEIuEHMLEBHIOMBOL  gblsBEOIMOL
LoMbM3560 JOHMBsBHMYMSBOIO FJDMPOL ZSCIOWOOGFOS

9909995390900 IgMdbmdosMy, 50)oMmdMmgdso, BMLGO ©d 9BRIJGHMOO0 Lombmgsbo
JOMmsBHmycoxomwo  dgmmo  bmzgo  HoMImdmdol 153390  36OMm©wydEdo
99000EGHIBEGHMBEIOMBOL MoMmE©IbMmdMH030 goblsbLIMmOLMZ0L; IgmmEOol sdmLshgbo dobodwdo
560U 0,5 bg/de s b3gaoxzomEmos  —250,0 63 LogMAol Gows;

300900 39093900L b39E0B0IOMBOL 356M05300L 3Mm9B03090E0 9HMO LyFMTsm EOL
396353c0mdsdo 89500996L - 0,02, 9000 Lsddsm 33000 gobdogermdsdo — 0,03 Moz dormomgdl
boobm@o  IgommEgdolodo  §oggbgdmmo 300G YMHomdgdool  dodsdon  dgormob
1393080OMBOL FLodsToLMdsBY (CV<2%);

LOBMLAHOL  FoblsB3zMOLLl JowgdEo Fg9agdol 3603369 Mdgd0  Sbeml sGOL
96005690056; 6 35059 MM0  blEBOZMOL F5Mm05300L 3MmIR0E0IDEO N8 ULszseodMm
blbsmobmgzol sé0ol 0,02, N7 bszseod®m blbsGolbomgol — 0,01 s N6 Lozserod®mm blibsGolmgol —
0,01; 3899900 domomgdl  Boewobm®o  IgomEqdol  dodshm  oygbgdyero
dmmbm3zbgdolado 9gMbBgeo dgommeol dglodsdobmdsby (<2%);

39000 GHIBGMLEGHIOMBOL 1535 0dOHM 3553030 LHMOHIBMZB0s 0s35BMbgddo: 0,5 5,0
6y/d, 5,0 — 50,0 6g/0em, 50,0 — 500,0 6a/0¢» 5 FoLO®YdOs, ©53I6sIE JMMIWSEFOOL
309530309630 T9glodsdobo sGol 0,999, 0,999 s 0,999;

3900030l bLobmeg s®ob 1,31%  (3GM0oGgMowmdo <2%);

Lobx ool BMIBsEYdS  F5305YMBOWGOYIE0S, MoEYPSD F0WIdMEo  2odMm{zErorzol
3093030963900 y3gws do@cmogobmzol >0,6-bg;

3oBmAz0L  496LsBO3IMgEMdOL  FoMgdMwo  F99YRJd0  5ILGHMMOL  daMBgmeo
99000l Fgb5d5doLMdIL 9B 0BMGOO IgonmEmdols dodsmro Foggbgdmwro dmmbmzbgdolisdo.

50009650, 3bM3gMEm0  FoMdMImdol 13390 3MMENIEHdo  FgmowEguBHMbEGHIOMbOl
50M©g6MdM030 goblsbrzmolmzol 9994935393910 LoMBMZ560 JOHMSGHMYMOR0WO FgoMPOL
390300l 399 ©EY0bs dgomol bEwwo Fglsdsdobmds Guidance for Industry



Bioanalytical Method Validation U.S. Department of Health and Human Services Food and Drug
Administration Center for Drug Evaluation and Research (CDER) Center for Veterinary Medicine
(CVM) May 2001-0l 9mobmgbgdmsb 99000930 39003000 d5boliosmgdegdols dobgwogom:
1393080OMBS, LOBMLEI, LoLHMOg s LHMObsBMZbgds.

Validation of the liquid chromatographic method for the determination of Methytestosterone in the

food of animal origin.

A sensitive, repeatable, accurate, and efficient liquid chromatographic method for the quantitative
determination of methytestosterone in the food of animal origin has been developed; The detection
minimum of the method is 0.5 ng/ml, and the specific wavelength is 250.0 nm;

The variation coefficient for the specificity of the obtained results is 0.02 for one working day,
0.03 for one working week, which indicates the compliance of the method specificity with the criteria
set for the analytical methods (CV<2%)

The values of the results obtained in determining the accuracy are close to each other; the
Variation coefficient of 6 parallel definitions is 0.02 for N8 caliber solution, 0.01 for N7 caliber solution,
and 0.01 for N6 caliber solution; The results indicate the compliance of the selected method with the
requirements for analytical methods (<2%);

The methytestosterone’s calibration schedule is linear in the following ranges: 0.5 - 5.0 ng/ml, 5.0
- 50.0 ng/ml, 50.0 - 500.0 ng/ml and it is acceptable as long as the correlation coefficients are 0.999,
0.999 and 0.999, respectively;

The accuracy of the methodology is 1.31% (criterion is <2%);

The preparation of the samples is satisfactory because the obtained coefficients of extraction for
all matrices are > 0.6;

The results obtained from the measurement uncertainty confirm the compliance of the selected
method with the requirements for analytical methods.

Thus, as a result of the validation of the liquid chromatographic method developed for the
quantitative determination of methytestosterone in the food of animal origin revealed the full

compliance of the method with the Guidance for Industry Bioanalytical Method Validation U.S.



Department of Health and Human Services Food and Drug Administration Center for Drug Evaluation
and Research (CDER) Center for Veterinary Medicine (CVM) May 2001, according to the following

validation characteristics: specificity, accuracy, correctness, and linearity.



