Boggoasdg 0., ¢5857960 b., F0bFo05dg ., XMOKR0305 0., 05M5830¢00 0.

5365030600 4/5 dg-0560 &sdEgEgdol (GMP, LogdsOmggem) s dolo sbsenmgols s3gglsls
4/5 - 93-0560 &sdeg@EHgdol (KRKA, Lermggbos) in vitro gsdmmsgolvygangdols dgs®gds
oLLYY, B3GTSEFIZGI0 © GHMJ03MEMY0YHO Jodool Y3sMEHSTIbEH0, JsBmwmmo
B6M>393¢ 0 Lsfo®dm x0-99-30l batolbols mBOHw63gerymzols @sdmMsdm®mos

3OGHYMomwo  30390GH6Bos  HomBmoagbl gMeol,  oogol  @Ggzobol o
000309 900L  LoLbEdsMM3M3560 9350 JOJOOL  49630MGGdOL Mzl MHOLIOL
39dAHMOL  Mm6039  Ldgbob, Lbgoslbgs  sbs30L s  GLMOMOZ0 X FMBIOOLIMZO.
3OGIO0Mwo  303960GHI6DoOL  5©09335GHMM0  3MbGHOMEo 59306093 ™Mogz0l  BH30boL
0blEEGHols S 3ol 3MOMBIGWEO 9350JOOL 49B30MMGBSL S 58 9350 JOSMS
90D9HBom gob30MmMdYdMo 10330 MdOL GHOL3L.

3OGHIM0wo 30390396000 ©s9350JOMms  Fbmwm  30% gdmGBRowgds
9mbmmgMs300l, 70% 30 LsFoOMYdL 30300b0MHGOME  F3OBIEMBL.  SOEGHIMOO
3039039bBooll 3379Obsemdobmgzol ghm-ghmo  43gmebg HoMs@gdmEos
3b6g0m396D0b M 3Jabgo B9MIG6EHOL 0630d0FEHMMOL s 35E0MAol sBESFMbOLE U,
3969, 3960H0bM3M0oL s 5dMmEO03060L 303d0bs300.

5065003060 - 5620 GHIEB0b-49M©s8Jdbgo  BMIg6GHOL  0b30doFGHMmEMol s
3ow30mdol  5GBYdOL  dEPMISGHMEOL  300Fd060MYGIMwo  3MY35M0G0s,  BrTGEbog
3PoBngdL  Jomomwo BsMmTs393dero  Loffo®dm  “x0-98-307. 59GMv030bo  FgoEozL
L B3I0OOWOHO XAROL T9I339W0 9BA0MEHIEB0L-490©sdJdbgwo RgMTG6EHJdIOL
0630003HM™mOL, 5903060l dgBOEISGHL S 39MIMJLOSW oW OO X aMRoL T9d(339,
360 39bB0b-250m53Jdbgro 196396 oL 063030@ MmOV, 3960bm3Mogols
96ddobs@U [1,3].

5803060l dgliogrs@o
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3960bm3Mogrols gMdmdobsdo
by, 1. 5865003060l 998500996900 53E0Mo bog- 00gMgdgdo

5065030606 9B myo®, 39MH0bM3MOOl gMHdmMdobols s sdwrm©o30bols
dqbosGol 9909339 4/5 9-096 GHodgBHIdl, LogsFMm Lobgwfimgdom “sdgrglss”
3§o6IMgdL bLermgzgbool BsMTo39I3GWEo 3mA3sbos KRKA. Bggbmgols Lsob@gdglcm ogym
JoODMo BoM35393G 0 LoGo®dm GMP-ob doge Fomdmgdyo 53Meo3obol 4/5 dy—
0560 393 9@ g0l in vitro Q50mmoz30LvREgdol 39oM9ds Aol S65EIMA ™.

33w930L dobsbo

GMP-0b fs6802989¢70 3063@003060b 4/5 83-0560 (Hs8¢m99980L os dobio
3b63emgol KRKA -U ps&dm9829¢n0 sdcmgbsl 4/5 - d3-0560 (H58¢»99900b in vitro
3500530b992¢1980L F905(985.

33930l Aslssgns s BgomEgdo:

3960bM3M0wol bEsbs®EMwo bodxdo (USP, LOT FOLO95 CAS 107133-36-
08)

5903060 bEebsdEHwo bodwxwdo (USP, LOT HO1102 CAS - 111470-99-6)

536500030600 odg@gdo 43y/53y ( GM Pharmaceuticals, bg®os —252010415 ).

53@glisl Bodeg@gdo 48y/59 ( KRKA, barmggbos bg®os — SA8883).

33935 BoGHMS B505e9x39dGHM0 LoMbMO JOMTSEGHMAMIR0O TJNMPOO
[2,4,5].

blbsmdol 4oblob3mOL 30MHMdgdO:

3odbLbgo 59 —500,0 ml 0,01 M HCL

A993965GMOs — 37 + 0,5°C

dbB30L Lobdstyg - 75 dG/foo

6O - 30 foo

JOM>GMPMR30Mm7d0L 306HMdYdO:

13930: Zorbax SB-C8 250x4,6mm 5um; bg®: USPX012050

dd6530 FoBs: IMmIM530 Bsbs: 539G MboGMowo — fysero (35:P65) pH - 2,6

6535000L LoBdsMq: 1,0 dew/fon

39939653 M: 30°C

0bgdgos: 20 93¢

©949JGHocMgds: 210 63



6535969 Mm6H039 36093565E0L blboMdoL 5G9 2560LsBM3Ms 5,10,20
@3 30 {modo.

3b®ogo Nel 58603060l s s9aglisls 4/5/89-0560 Gsdeg@EHgdowsb 3gMHobom3Momols in
Vitro 3500053059953¢900l dmbs3gdgdo

©3lobgem bl | bubs
909, 6o | comd
Lg60s, © | ob
BoBegdols a| d P | S| S | S |Vi|L|U|V o | %
509d0olL ol | (558
©OHM % )
16 154
75 .06 921
596503 7 2
obo 16 153
4,0/5,0 8y 6.3 93 92%) 93;4
25201041 4 5
5(5f») 1!953 95.
6 82
1;,;1 92.
596503 ) 6 47
obo 153
4,0/5,0 91. | 935
83252010 8. 40 10 166 | 49 |50. | 20. | 1.0 | 50 94 | 0
0 0.0 9 | 1 100 |00 |00 |0.0
415(10fo
160
) 9.
46 11
7
15 5
590503 '5 08
obo 153
4,0/5,0 49 91. | 935
39252010 '2 9 | 3
415(20fo 159
) 54 95.
4 56
5065003 155 92. | 94.2




obo
4,0/5,0 3y
25201041
5(30§o)

.05

155
.83

87

50¢glss

4,0/5,0 3y

8883 (5
fjoo)

161
22

93.

163
.58

96.

57

166
14

97.

98

50¢glss

4,0/5,0 dy

8883 (10
fjoo)

157

99.

52

164
38

94.

30

97.2

166
43

98.

59gmglss

4,0/5,0 3y

8883 (20
fjo)

157
.58

99.

69

165

94.

39

97.5

166
07

99.

21

59gmglss

4,0/5,0 3y
8883
(3050)

157
.61

99.

47

165
.16

94.

97.7

165

98.

93

99.

97.9
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0536595 1. 596M503060L5 s 53¢glisls 4/5 3y-0560 G9dgEHJO0ED 39MH0bEMm3Mowols in
Vitro gs9mmsg30Lv)REgdol 3Msx5030
P

Bl 4

£l 4 e LTI L

44 N

o

MmO 3 §oOHdMm©96000 oL50@Ib BsbL, sdMsE03060L 4/5 dy-0560
G909 90056 (GM Pharmaceuticals, bodos@omngganm) 39Gobom3dmowol gmdmdobols
3990053089 RW9dOL LTS ™ 3OHMEI6E WO MHMEIBMBSS — 94,26%, 50gLsl 4/5 y-
0560 }od9@gd0sb (KRKA, slovenia) 30 - 97,90%, 250556 5bscnmamsb dgwstgdoom
560U -3.72% (bMds + 5%).

35600 N2 536503060 s 59¢glssls 4/5/8-0560 E9dgEgd0sb sdgm@odobols
1n vitro 35300530LvxEgdol dmbs3gdgdo

| L ) il i3 W

(Qsbiobg bub
©wgdd, 5Q
L9605,6 w( | W( 2156 ™0
0dmdob | a |d | P So | St [ S| Vi| L | U|WV N
%) | dgy) 000
509%0l %
L %
O™ (Lo
(fo) 3.)
59650 52 48 95
3obo 6.2 4.6
1 9 0.0 52 0
4,0/5,0 3 5. 9 0.0 13 3 3.8 08 | 50. | 20. | 1.0 | 50 91.
3y 9' 0 8' 98 7 52 7 47 | 00 | 00 | 00 | 0.0 90.0 00
2520104 1.5 1.9 9'
15 0 44




(55o)

59650
3obo
4,0/5,0
0
2520104
15
(10§o0)

47
3.5
73

48
6.7
73

90.4

47
7.9
57

92.9

53650
3obo
4,0/5,0
d
2520104
15
(2050)

46
8.7
57

91.2

49
6.9
71

89.4

91.
21

48
3.9
20

94.8

53650
3obo
4,0/5,0
d
2520104
15 (30
o)

47
7.1
45

92.3

48
7.2
83

91.0

92.
77

49
2.3
00

93.0

5dqglss
4,0/5,0
%
SA8883
(5fo)

48
1.8
56

93.9

48
4.3
00

91.9

92.
99

48
9.4
66

92.4

49
5.1
37

93.4

94.5

93.
46




48
6.0 92.7
7
58eqbo 12
4,0/5,0 49 93.6 | 93.
3y 0.4 s
SA8883 70
10
(105) 49 943
4.4 3
60
>0 95.7
1.3
0
58egbs 34
40/5,0 49 94.7 | 95.
mg 6.2 3 1
SA8883 67
20
(20§j) 49 94.9
7.2 )
03
49
48 94.4
7
58eqbs 90
40/5,0 49 95.4 | 95.
mgSAS8S 9.7 N
83 (30 97
vo>) >0 96.6
6.1 1
13

05585 2. 5365030605 s 5Teglisls 4/5 9y-0560 BHOdEYEHIO0ESE SBmmEodobols in
VItro 350tmms30LvR3E9doL 4Msx030

L3

100

&l e = 04

) s o LEE




O0amO3  HoMdmygboo  Asloeosb BBl (EbGowwo 1, ©@osy®msds 1),
50650003060 4/5  8y-0560  BHodwgBgo0Ib  39MHobom3Momol  gmdmdobol
3990053059983 gd0L LydMswm 3OHMEI6EHME0 MoMEIBMdS — 94,26%-05, 5Aglisls 4/5 By-
0560 G909 9006 30 - 97,90%, 45bMS 565 MYmsb gscmgdom 5ol 3.72% (bo®ds
+5%).

506500030601 4/5 8y-0560  FHo0Wg3HJd0Ib  sIwMm©030bol  dglosEOl
39005309 RWGOOL LYTSWM 3OMEIBEGHMEO MoMmEIbMdss — 92,99%, 5A¢glsls 4/5 dy-
0560 3909390036 30 - 95,49%, oIBOS 5B MAME TgsMgdom 5Ol 2.62% (B®As
+5%) (3b6Hoo 2, ©0sy®sds 2).

596503060l s 53glsls 4/5 dg-0560 3odeg3Hg00sb 39MH0bM3MHOWOLY s
5003060l In vitro 59mmoz30LMBgdOL QobLsBP3MOL LsdMTomgdol Fg9Agd0m
990dgds 35133600, GMI JoMMo BoMmBs393GEo  3md3sbos x0-93-30b doge
o60madmeo 536503060l 4.5  8y-0560  GodwgBHgdo  bslbosmgds  dmgdgo
60300096M90980L 356030 458MMOz30LREgdOL boGolboo.
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Chikviladze T., Lashauri N., Chincharadze D., Jorjikia M., Otarashvili T.

DETERMINATION OF IN VITRO OUTLET OF "AMRADIPIN” 4/5 MG TABLETES (GM
PHARMACEUTICALS) AND ITS ANALOGUE “AMLESSA” 4/5 MG TABLETES (KRKA)
USING METHOD OF HIGH-PERFORMANCE LIQUID CHROMATOGRAPHY

TSMU, DEPARTMENT OF PHARMACEUTICALAND TOXICOLOGICAL CHEMISTRY,
LABORATORY OF MANAGEMENT OF QUALITY OF GEORGIAN PHARMACEUTICAL
COMPANY "GMP”

Arterial hypertension is a major risk factor for the development of vascular diseases of
the heart, brain and kidneys for both sexes, different ages and racial groups. According to
numerous data, 70% of people with arterial hypertension require combined treatment. One
of the most successful combination is a combination of angiotensin-converting enzyme



inhibitor - Perindopril and calcium antagonist — Amlodipine . Purpose of investigation was —
determination of in vitro outlet of “amradipin” 4/5 mg tablets produced by the Georgian
pharmaceutical company “GMP” and its analogue “amlessa” 4/5 mg tablets produced by the
Krka (Slovenia)

According to the received results average percent quantity outlet of amlodipine besylate
from amradipine is 92,99%, %, from amlessa - 95,49%, inclination in comparison with
analogue is -2.62% ( norm =+ 5%).2,5 %, average percent quantity outlet of perindopril
erbumine from amradipine is 94,26%%, from amlessa - 97,90%, inclination in comparison
with analogue is -3.72% ( norm + 5%).2,5 %. ”

amradipin” 4/5 mg tablets containing amlodipine besylate and perindopril erbumine,
produced by the Georgian pharmaceutical company "GMP” are characterized by good outlet
quality.



