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3UGHOMOMMEIBIMOHO 9350 J3JO0L  doMoMSE  QsIMIN3g3 FobIBO©  0M3EGdS
39w030m-05J@9c0s- Helicobacter Pylori (H. pylori).

39000300593 9M00L 9M5@035300L5MZ0L  5dGHOMEMO® Fodmoygnbgds Loddsgo 0gMa30s, 9.0).
»JOML  bEHBIOEO, MMIgEoE 99MHM0s6gdL  BBH0BOMEH03JdL s 3MMEGHMbMo  GHwddmL
063000@HM™OL.

3LAHMMIbEIOMMYomOo  Bsd3MOMbosenm Lo gdgdol  dofimgdol  0bmgzsgom®
LobGYdgOl FmEOOL Qoblis3MmEMmdME 0b3YMHgLL 0§)393L - Jo539d0. Jox3qdo - AbYdgJo LoliEgdgdos,
3o6b35390000 3go®o 1533)MbsEHodm BMOTJOOLOYSD, 0lobo 56 A5dMOEgdqd0sb, JoModoom,
0DMHEY0056 M5 BMEMEMdsd0, 5300 OO dgbgdol Bgs30M0, LOWMWHE B9M9396 WMO3s6
39MLL s 50§9396 Aslido. mdmml LEsbstmEol d98sa9gbgero 0baMgogb@gdologsb d9dmdsgzws
90Dsb6dodormmero doffmgdol 3mmFdo blbso s Joxho@mdmad]dbgmo @Hsdwg@gdo, dEo®s
3635300900l Bs305Mm© OO MHOMEI6MOOL T99(3390MIO.

330930l 80Bsbl FoMmBmowpqbs 09300 BMol bsGMmomdol bsfarsgzdo blbswo s

358PoMm3J369w0 ode9E900L 99350090 mdol AobLEBMZMS S HJJbmMeEMmao0l FMTo390s.
00MRBM35:393G 0 33193990l LOxdz9w DY, IMHmgdMwos Joxgfo®dmdddbgwo gbgzbowols
33005060 3nA3MBOE0s, MMAMOE sTBsMg b03mm0gMHgds Joxfo@mBdmddbgaro @sdwg@gdols
9 dbogd0LsmM30L, J999a0 9935 YgberMdom: bod®modol oMo e xsE0, WwgzoG0bo
o 99¢magwo E6 PLV  (0,75:1,25:5) 7%; Jusb@obo o 49960l 3dnolo 1:1 0sbsgs@omdoo -
2%; 0Bmdog@o 10%.

00MBMT5(3933¥0 33¢293900L Boxg)dzgw by IMfimYdE0s MdY3MSBMEOL bofenrsgdo
blboo s JoxgfomBdma]abgero  FodwgE-00MHmM30L @S  AOLHGIMIJIbgwo  3MI3Mbogools
RMOIMNE530900 S F500 EFHBOEIOOL Fgdbmemyongdo.
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d9L593000s M5393M5BMEOl Jor3fo®BmMIJabgeo s bofarsgdo bLbsO BHodeg@Egdol
530D0399M-Jodomo s  F9dbmemaom®o  ™30L99900. ©oPIBOEs, MM™MI  IMHmgdwo
A99bmmyos MBOHY6390gmxrl dobo 3gmowbsmolbmgbgdol: ascmgabmwmo Lsbg, MmboMgdol
LobMLEBY, 899obo3MMo LoIBHI0E), WITWsEMdS, Joxgol [o@dmgdbs, TEAGsEMdS s o.9.,
330056 Aobolins0gdEgodl.

d9LPHo3w005 M15373M5BMEOl BLBsEMBOL 3OIMBOWO odg@gd0sb pH-om 1,2 s 6,8.
50396005, ®MI 5830 MomJdol 100%-00 HYHBoLEHIBEGHW0S 85535 3OOl J0ToMr™:8:5535 69do 2
Lo-0b 25635300 Md5T0 Q5FMOZ30LvREGIO SBOL MOMYHMBS MAb0d3bgEMs s Fgeyqmdls 3%-
ol 5356 983d0. 5830 LEOMEISW PFMMOZ30L¥IRWIdS 30 -0l gobdsgermdsdo pH 6,8-0b oMmb.

3LGHOMOMMEIBIMOMHO 59350 JdJO0L  doMOMOE  AodMA)3g3 FoBYBO© 0M3EdS
Helicobacter Pylori. dolo g6Ms035300L5m30L  GHM©OE0vWws© M93mdgbgdeos 153doy0

0960305 9.5. ,,0JOMb LEHbMEHO, MMIGE0E 59605690L MG SBEH0BdOMEHOIL s 3OMMEHMbMWwo
&19dmL 0630d0FHM™O.

509305Bmeo (Rabeprazole) 90937036995 56EH0L93M9EHMOME 603m0gMgdsms sl
Gdgeog 0003996536 3mFol 3960l bg3ogEosl L3gzogolmMo H+/K+-5¢3-5%sl 0630d06mgd00m.
©EgoLsM30L 36M93565G0 FmrmgdEos Bsfrsgdo blbso GHodwg@Bgdols s JoRLwEgdols
am®dom[1,2,3,4,5,6,7,8].

3LGHMMIbEIOMMYomOo  Bsd3MMbosenm  Ldegdgdol  dofimgdol  0bmgzsgom®
LoLEBHYIPIL  TMOOL  oblogMPOMHGIM  0bFIOLL 03936 -  Joxggdo, M™MIwgdoz Yoo
1593765 (odm BMMTGOOLIRD goblibzs39000, 56 go8Mm0e9d9d056, 30M0Jom, 0CBMYd0E M
9370530, 5300 OO d9bgdol Bgs30M0, LOMWSE BIM396 WMO[MZD oML s 509396
d5130[9,10,11].  ,mdOHML  LEHbsMEOL T9gdsgbgaro  0baMg0gbEHYooLogsb, dsom  JmEol
65093050l bsBMowdolgsb dmfmgdrwos doBsbdodsmmeo dofimgdol 39380 blbswo
5 Jo8Ho6m3m3Jabgeo odwg@gdo, 963930 gd0L Bs3doMm® OO MHMEYbMdOL 90339 MdOM
[11].

3309306 30BIBL Fo0moybs ®50936M5BMEol bofiersgzdoblibso 4omMLom @sgsGYIMo
Fox8PomMm3Jdb9w0 3odwgE 900l 993500990 mdol A5bLEBMIMS S (JJbmeEmao0l MToz90s.

3930l Mmd0gdBL FoMIMogbsMdg3MmBME BoBMm0Tol Go®MmBs393¢ L obIdLESB30S
(Enal Drugs Pvt Ltd.Jeedimetla, India. USP), Lobsdgdeol garozmesd bos@®omdo, dsgbomdols
UGHYIOIBH0, WodMbol 859355 ,dMWYNOHO JoxgHo®dMIJdbgero Bbgbow o™ 89dsygbermdom:
65300l om0 Las@o, wgzo@obo s dg@magwro E6 PLV (0,75:1,25:5) 7%; Jusb@obo
Q5 3999M0L 3m3z30Lo (1:1) 09bsg3sMMdom - 2%; 0BMIsew@o 10% [11].

3309306  9900m©Yd0:33¢930L  3OMgLldo  253mygbgdos  BobogMM-Jodom®o,
3996 m-20M0 00MPsMTo(393¢ 0 IgnMm©gdo [12].

33wg30l 890003000 5 Fs00 gabbogngs. 33c930L 30M39wWgE3BY 30MHI30M0 IHBgbOL
9900000 dMIBIS FHOdWYE) - d0OM3gdol 7 IMPIWMOHO  3MA3MDOE0s. BMOTMWS(30930
Homdmpqbowos N1gbMHoedo.
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509305Bmol #5dg@EH-00Mmm30l8 Bs33¢930 3MI3MBOE0gdo

N | 899509690 G909B-d00MH™M30L 3mI3MDB0E0gdOL  F9dsygbermds,
3003306963900l olisbgegds
F1 F2 F3 F4 F5 F6 F7
1 | 65393605%Bmeol bs@®momdo | 20,0 20,0 (20,0 20,0 |20,0 (20,0 20,0
2 | 9m@ymmmeo 20,0 20,0 (20,0 20,0 |20,0 (20,0 20,0
Jox8Po6m3mdJdbgewro gbgzbowo
3 [ Lobsdgderol 303mesd) [ 10,0 10,0 8,0 5,0 10,0 5,0 7,0
BsMormdo
4 | 8525030l LEgoMSEO 5,0 3,0 5,0 5,0 5,0 5,0 5,0
5 |99¢magero E6 PLV 13,0 15,0 |17,0 (20,0 |150 |17,0 (15,0
6 | odmbol 35035 12,0 12,0 |10,0 (10,0 |10,0 |13,0 (13,0
7 | bogEorm dobss 80.0 80.0 (80.0 |80.0 |80.0 (80.0 |80.0

33w930L  B0HB03MEM-J0d0)M0, dOMBIMTS393GIL0 ©S BoMBS3M3JME0  IJNMPIOI0m FJBIBS
300900 FHO0YEH-00MmM30L  3g0EbIMHOLbM3b9ds. 8992900 dmyzsbowos N2EbGowrdo.

gbMoo N2
6509305BmEols  GOdWYGH-00MmM308 39000bsMolbm3gbgdol  8sB39690¢gdol  gsbLIBI3MOL
890920

G909gH-006mM30L FMOINWS309d0
dobolosmgdgdo F1 F2 F3 F4 F5 F6 F7
GodgBobL dsbs, (@y) | 80,0+0,2 | 80,0£0,3 | 80,0+0,2 | 80,0+0,3 |80,0+0,4 |80,0+0,7 | 80,0+0,7
(80,0+10%)
5093M5BMEOL 99,9+0,44 | 99,7+0,39 | 99,9+0,45 | 99,7+0,48 | 98,8+0,57 | 99,8+0,51 | 99,8+0,36
3993390 ™0, %
LOdB3039 dAIH39PY, | 5,3+0,53 | 6,24+0,46 | 6,5£0,51 | 7,6+0,49 | 6,56+0,55 | 6,4+0,46 | 7,45+0,52
(3/b8?)
LodG3039 339Dy, | 99,39 99,47 99,62 99,81 99,72 99,36 99,79
(%) (565 Bo3engd 97%)
QI HoMdY, (fo) 5,8+0,28 | 7,4+0,32 | 7,7+0,31 | 7,9+0,25 |7,2+0,34 | 7,3+0,30 | 8,6+0,27
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33w930L 9990009 9Bo3bg Igbfogeowo odbs  GHodwgd - doMm3zol 3000039 3MA3MBOEooL
Jox3§o03mgddbolb wbsmo, (pH 6,8) -ob 306:md9ddo. 990093900 dmzgdwewos N3gbMowdo.
gbGogo N3

50793M5BMeoL 33degE)-00MmM30L 3MI3MDoE0gdoL Joxfiomdmddbol mbsmols

dgLogeol 8ggagdo(pH — 6,8)

N | 3sbslosogdengdo RMOINWS30900
F1 F2 F3 F4 F5 F6 F7
1 JoggPoedmdabols 5{9gd0l 3,43 3.25 3,35 2.43 3.10 35 2.98
O, (505999939L 5 Ho)
2 |3>gobdmgneeds, 01 724 |5013 [483 |s68 |542 [438 |[528

(5656530090 45 dew )

3 |[Jogol bsbgzto  @sdol

42, 47, 45, 4 1 , ’
O™, fo. (56965390 40 fioo) >8 73 56 |57 55 39.9 53,7

5093M5DME0l  3odgBH-30MHmM30L  bomobbols gsbdbsBraMgwo 35639690 gdols  dobggzom
330056 §9850099bcrmds d0Bbgeos F4 gm®mdmwsizos (bMowo N3).

990030 JgomBs  go®LfodmaJdbgwro 3m33mbozool 89050a)bemds s Mdg3MBMEOl
A909EH-00MM30L A9OLOM IBIMZ0L 39JbMmEIMAOMMHO 30MMdJdO. 3565)EMYO0 TmE)IE0s
gb®odo (N4).

gbMoo N4
50936M5DmEols GOdEYAGH-00Mm308  bsfiersgdo blboo 33MLom ©IRIMZ30L BHgdbmemmyom®mo
3505393 M9d0
39OUFoM3MIJabgeo 3md3mbogool 5093M5BMmOols &5dgE)-80MMZ0L sOlom
099500996emds ©585M30l 39gbmeMaomMmo 3560s09@Mgd0

©5LObYgdS 50Q-05, % 3565993HM9d0 06033690900
5(39EHOLOBEHIO? 6,0 39939653 M, °C 30-40
3ILILOBS
A0B9bol MmM5560 2,6 L396B00L 49536d3930L LoBJs6, 5-10

o/fo
539GH™bo 59,4 Lm396BoOL 49530943930l O™, foo 45-50
0DM3OHM30wol L3oMEO 30,0 Lo EO70MGdM J3500L dMY630L Lo- 6-10

BJotg, 06/ fo

6oL O™, Hoo 10

3b®odo (N5) 339900005 (158936M5BMmEol bsfensgdo blibswo s Jogfho®dmad]dbgwro
A9093HgdoL 3 FoL 855535 5MHOL MHgDBoLEHIBEHMDIDY godmolL 89w9aq00.
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gbMoo N5

559305BMeol 6sfersg380 Blbso s JoxgFamdmdgobgero @odeg@gdol 3mdol 8gs3s sMols

9BoLGHI6GHMDsBY godm300lL F99a900

35boll0s™YOYE0/BMETMs300L N

F1

F2

F3

F4

F5

F6

F7

9BoLEIbEMdS 355530L Jodscrm, (%)

98,7

97,9

98,1

100

96,8

97,4

99,9

©53omds 0,1N HCI

39OLOMPIRBIOMEO

LOsNDg  SLobmEos  Bd93MSBMEolF4

JoxgPo63mIJdbgero  BHodwg@gdol  godmmegolvynwgdol  dqLfegerols

RmEOINEs3ool bofiemsgdoblbso

3992900 pH 1,2 - 6,8-0l 306:090830.
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6™ (foo-1X12)

530l
2530530 L953em900L %

bmsomo NI, H509300Dm@ol  godmmogolyawgds  bofarsgdoblbso  ao6bom  sxgsGWWwo

&90939d0Ligyeb, pH 1,2 - 6,8.

039600365: 120 for-ob g063s3cmdsdopH=1,2-b (b+96.2, 1-10; 2bon-0ol 939y pH= 6,8-U).
dmyz9b0eo dmbs3gdgdosh (gbowo N5; L®.N1) Bsbl, Gmd dgMbgmeo N4 gm®desE000:m

9 db590ME0  Bodwg@gdo momddol 100%-00 MHgHBoLEHIBEGHMEos 85535 MOl B08sM o

UM 25TMM530LIBYGdS 30 fo-0b gobTogErmdsdo pH 6,8-0l oMH™U.

sls33bgdo:

- 00PEmgoco s BoMBIMTSEIZOVWO  33WI3IPOL  LsBMdZgwby  dmfjmwgdwos
6509305BM0ol  65feogdoblbso,  Joxfo@mdmdddbgmo  GHodwg@gdol  M3EH0dowr&O
30033mB0E0s 5 G9dbmemyos. Joxgfodmadddbger s99bGo@ godmygbgdmwos ,dmEyEao
Jox3fo03mdJdbgero gbgboo®, MMIgwog MbOOMBlgwymal  domswro bsGolbol, oo
37 ™doL s 3EYMO Joxz0b Ho@dmddbsls.

9915530005 B9393MH5BMEOL JoRFo®dmaJdbgwro s bofiersgdo blibswo @odarg@Hgdol Bo-
©037960-J0d0M0 ©5 3H9Ibmwmao®o ™M30198900. EYIBOE0s, BMMT Jmfmgdmwo
A9dbmmaos  HBOHMB39wymxzl  dobo  39oEbsmobbmgbadol:  gotgabmo  Lsby,
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©MHBoMIOoL  LOBMLEBY,  d9dobo3zmMo  BodB30Eg, OIS MBY,  Jogol  [o®mdmddbs,
9M5@MdS O 5.9., 30356 FoboliosmgdLGAU.

- 99LHogEoE0s H5093MHSBMoL blbsmdol 3GMEBOO F9dwgEgdosd pH-om 1,2 s 6,8-b
09900b393590. 596005, G®MA 5dBH0OO BsMT>393GWI0 063M)096E0 (530) MmomJdols
100%-00» 69BoLEHIbEGME0s 85535 9M0OL F0Fo600:05535 50900 2 Lor-ol gobdsgermdsdo
3905301953 gdME0 58301 MOMEYbMds »dbod3zbgwrms s FgMygmdl 3%-0b Gobyrgddo.
5530 LOMES® 399MO30LBYds 30 -0l gobdsgwmdsdo pH 6,8-0b oMmU.
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12. 6935  Dobodg. ,Helicobacter Pylori-ol  965¢0035300L ,,0dOHmbLEobs®Eobs” s
Q56533LES30L I BoLOLLRsb  B0BIBI0TsMM Mo  Jofimgdol s  Jogfo®mdmdddbgero
G909 gdol 89999853905,  OLIOESE0S FoMBo300L  MJEHMOOL  93500gd0MO  baGmobbol
9b3M390oq. Md0Eolo 2022 fgwo 194y3.

Formulation and technology of Enteric and Foam-forming Rabeprazole tablets.

Revaz Zazadze!, Gulnara Mikaia!, Lasha Bakuridze!, Dimitri Lagazidze?,
Manana Orjonikidze?, Ia Tsurtsumia!, Aliosha Bakuridze!
!Pharmaceutical Technology Department at Tbilisi State Medical University

2TSMU lovel Kutateladze Institute of Pharmacochemistry

Abstract

Helicobacter pylori (H. pylori) is considered the main cause of gastroduodenal diseases. For the
eradication of Helicobacter, triple therapy is actively used, the so-called "Gold standard", which

combines antibiotics and proton pump inhibitors.

Among the innovative delivery systems for the gastroenterological drug formulat ions foams
appear to be of particular interest.Foams are light systems. Unlike solid medicationforms, they are not
simply deposited in the gastrointestinal mucosa, on the contrary, they grow in volume,have a large
contact surface, completely cover the mucous membrane, and penetrate it. Targeted delivery, enteric-
soluble and foam-forming tablets have been developed from the "Gold standard"ingredients with a

significant amount of antacids.

The study aimed to determine the composition of enteric-coated and foam-forming rabeprazole

sodium tablets and process their technology.

Based on biopharmaceutical research, the optimal composition of foam-forming powder has
been formulated as an auxiliary substance for the preparation of foam-forming tablets, with the

following composition: sodium lauryl sulfate, lecithin, and METHOCEL™ E6 PLV (0.75:1.25:5) 7%,

Xanthan, and guar gum in a ratio of 1:1 - 2%, Isomalt 10%.

Based on biopharmaceutical studies, the formulations of enteric-soluble and foam-forming core,

tablet coating composition, and manufacturing technologyof rabeprazole have been drawn up.
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The physical, chemical, and technological properties of foam-forming and enteric-coated rabeprazole
tablets have been studied. And, we have ascertainedthat the technology appliedfor their manufacturing
meets the quality requirements of this medication: its appearance, dosing accuracy, mechanical

strength, solubility, foaming, stability, etc.

The dissolution profile of rabeprazole tablets, generated at pH 1.2 and 6.8,has been studied. We
have ascertainedthat Active Pharmaceutical Ingredient (API) is almost 100% resistant to the acidic
environment: the amount of API released during 2 hours in the acid area is insignificant and varies

within 3%. The API of the tablet is completely released within 30 min at pH 6.
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