O06pa3zer mepeBojia ¢ pyCCKOTO S3bIKa Ha aHTIIMHCKUH SI3BIK CBEJCHUN O Pe3yIbTaTaX KIMHHYSCKIX

HCCIIeI0OBaHMI JIEKapCTBEHHOTO cpesicTBa X XX, parMeHt:

Opurunan:

IlepeBon:

Takum obpaszoM, Tepanus XXX okazanach 3HHEKTUBHON
IO JIOCTIDKCHUIO LENICBOM TIMKEMHUH (< 6 MMOJIB/J) HATOIIAK
u yepe3 2 yaca (< 7,5 momnw/im) nocie Harpysku B 20 — 60%
ciy4aes, a B 40 — 80% ciiyyaeB poUCXOAMIIO HEJOCTATOUHOE
CHIDKEHHME TIHKEeMHM HATOaK M dYepe3 2 dYaca TIOCHe
Harpy3Ku BO3HHKaJa HEOOXOOUMOCTb B Ha3HAYCHUU B
JanpHEeNeM KOMOWHHPOBaHHOH CaxapOoCHIKaIOIEH
Tepanuu. MoHoTepanus MUOeHKIaMuIOM B ao3e 1,75 mr 2
pasa B IIeHb Tak xe B 60% oxa3zanmack HeI((PEKTUBHOH IO
JIOCTHXKEHUIO 1I€JIEBOTO YPOBHS IUIIOKO3bI HAaTOIaK u B 90% -
[JIMKEMHH Yepe3 2 yaca Mocie Harpy3Ku.

Ilo COBOKYITHOCTM HaHHBIX (CTCNCHb CHIDKCHHUS YPOBHS
TIIFOKO3BI HATOIMIAK M Yepe3 2 Jaca IIoCiIe caXxapHOH Harpys3Kd
B TECTE TOJCPAHTHOCTHU K TJIFOKO3€) MOXKHO CJEaTh BBIBOJ O
TOM, 4To Tepanus XXX B JI03UPOBKE 110 2 Tabi. 4 pa3a B JACHb
Oomee »ddextrBHa, geM Teparmmsi XXX B T03MPOBKax mo 1
Tabn. 4 pa3a B JieHb W 1Mo 2 Tabn. 2 pasa B JicHb, XOTS 3Ta
pasHuia 6su1a HenocToBepHoi (p < 0,05).

Yepes 3 mecsIa Je4eHUS yPOBEHb IIHKO3HIMPOBAHHOTO
reMorJjioouHa y OOJBHBIX, BKIIOUEHHBIX B HCCIIEAOBaHMUE,
cHm3mics B cpeaHem Ha 0,64%, mnpuyem JOCTOBEpHOE
camxenne HbA |, oTMedanocs Bo Bcex 4eThIpex rpymmax (p <
0,05).

Haubonee 3naunTensHoe CHIDKeHHME ypoBHA HbA,. (Ha
0,86%) nHabmoganock B rpymmne, npuHuMmaromeil XXX mo 2
Tabn. 4 pasa B neHb. OMHAKO IPH CPaBHEHMH BCEX UETHIPEX
TPYII MEXIy COOOM CTAaTUCTHYECKH 3HAYMMON PAa3HUIBI B
3gayeHusx HbA . BbIsBIIEHO HE OBLIO.

IIpu onenke ypoBHSI ppykTo3amMHHA B CHIBOPOTKE KPOBU
MAIMeHTOB, NPUHUMABIINX y4JacTHE B HCCICAOBAHUH, OBLIO
BBISIBIIEHO, YTO HauOosee BBIPAXKEHHOE CHIDKEHHS YPOBHS
¢dpykxrozamuna (p < 0,05) depe3 3 Mecsina oT Havyaga TePATuU
HaOJII0AI0Ch B TPYMIIE MAaMEHTOB, MPUHIMABIKX XXX 1o 1
Tabnerke 4 pa3a B 1eHb (Ha 22% OT UCXOJHOTO YPOBHs) U MO
2 tabnerku 4 paza B neHb (Ha 13,7%). MeHee BBIpakeHHBIC
M3MEHEeHUs1 YpoBHS (pykro3amMuHA HAOIIOAAIMCh B TpyIIe
TITHOCHKIaAMHU/IA.

Yto KacaeTcs IMHAMUKH COJCP)KaHHUS TIIIOKO3BI B MOUYE,
1o Hambompiee cHmwkeHne (p < 0,05) rmoko3bl B Mode,
HaOMIOJaIoCh B TpyNNeE  IalUeHTOB, IIPHHUMABIINX
rmubeHkIaMun (Ha 99,8% ot mcxoxHoro ypoBHS) M XXX 110 2
Tabnetku 2 pasa B aeHb (Ha 97,2%) u 2 tabnerku 4 pasa B
neHb (Ha 90,6%).

Thus, XXX treatment resulted in target fasting
glucose level (<6 mmol/l) and glucose level 2 hours after
the glucose challenge (<7.5 mmol/l) in 20 — 60 % of
patients. In 40 — 80 % of patients fasting blood glucose
and blood glucose 2 hours after the glucose challenge did
not decrease satisfactorily, and further combined
hypoglycemic treatment was needed. Similarly,
Glibenclamide 1.75 mg BID as a single agent did not
result in target fasting glucose in 60 % of patients and
target glucose level 2 hours after the glucose challenge -
in 90 % of patients.

In summary, data on the fasting glucose and blood
glucose 2 hours after the glucose challenge in the glucose
tolerance test indicated that XXX administered 2 tablets
QID was superior to XXX 1 tab. QID or XXX 2 tab.
BID, although this difference was not significant
(p>0.05).

Following 3-month treatment, glycated hemoglobin
decreased by 0.64 % at an average, with significant
HbAlc reduction observed in all 4 groups (p>0.05).

The most significant HbA,. reduction (by 0.86 %)
was recorded in the group administered with 2 tab. of
XXX 4 times a day. However, the comparison of four
groups did not reveal any statistically significant
differences in HbA . level.

Assessment of fructosamine serum level in study
patients revealed significant reduction of fructosamine
level (p<0.05) 3 months after the start of treatment in the
group XXX 1 tab. QID (by 22 % from baseline) and 2
tab. QID (by 13.7 %). In Glibenclamide group, the
changes of fructosamine levels were less significant.

Considering the changes of urinary glucose, the most
significant reduction of urinary glucose (p<0.05) was
recorded in Glibenclamide group (by 99.8 % from
baseline) and in XXX 2 tab. BID (by 97.2 %) and 2 tab.
QID (by 90.6 %) arms.




