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“39JL00sm0OL” BHSdEYEYOOL In Vitro domgz035egbEHMdoL dglifoges blibsmdol GglEoom

'obley,  GomBEIZAN™O  ©d  HMJLogMmmmyogeo  Jodool  ©Y3sOEBIBEGH0;  *B3L
“a@mdIGHILEHOL” WsdMOSEGHMO0S

JoOrm B5MHT>393G I dsDoMmBY 259MmBBEY 5EAOWMdM0Z0 335605 “0bmgaliols”
doge  FoMImgdyero  3Mg3sMeBHo  “99dLodsmo”, Mmdgeog MMLvmwo  mGoyobsero
3693565@0bL “09JlomeEol” 4969MH03w90 sbsEIMY0s.

dgdbomeo,  Jodonmo  Lobgwlhmgdom  6-8gmow3-30emHmdlodoMoob
bdsobo@o (L. 1), LobmgboMmgdmwo o0dbs Mmlgmol dgEbogMgdsms 53509300l 3.
Do3ML0g30L LobgermdoL Go®mTogmeErmaools bsdgiboghm  33¢0g30m 0bLEHOGMGHTO .
LJoMbM3oLS WS 3. 3MBIobol Bog.
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L. 1. 39dboE™Eo — 2-9m0e-6-09m0¢-3-3000MHMJL030M0O06 bwyd30bsEo

39J4boMel, Bb3s 3-mglo30M0ObOL HoMBmgdmwgdoloysb 3obLbgsg9d0m, 2o5Bbos
9mddggdol  mGmoobscrm@o  dgdsbobdo. oo o6 0fj393L  3bmdowo L3gzoBo3MMO
©9393GMOJO0L dEPMI0MYOSL, 50589 dobo Lsd3MOBswm M30L9dgd0 RMABYdME0s
56GH0MmJLoBEGHMO 9x89IBHMIOMDIDY. 36M935MGH0 O30LBIO  MHOZOWGOIOLS S
030900l  39OHMJLOoEMEO  I36a30L  0630d0FGHMM0S, Momsg  MHBOMBIgYMAL
39906560 L3SBOEIMOMBIL S 0393V X MIOL IB0s6gdOLYSE [1].

39JboML  Fo®mdsBgdom 094gbgdgbh 3mLELIdFMMS J39969dd0. dmerm femgdol
396853wmdsdo  s©0bodbmeo 3693505G0m  937Obsemds  BoBods MO39
53500394 x9d0L @S 89300 IWJI0MO FJRBSLGOS SMOL JoEgdo [2].

d9JboMmeo  bslosmEgds Fooo domdgMfg3omdom,  39MAs©  bsfoergds
Mm606mgddo @  Jumzgogddo. 500530560l Lobberols  3esBdsdo  3M1Y35M5GOL
IONXIOs©0  ©mBol  Jopgdosb 0.45-0.5 Lo-do Cmax=3.5-4.0 033/0¢, bmwm
Bobogotgodmygmaol 3g®omeo 71/2=0.08-0.1 boo 3, 4].

3969600390 “G9gLodomol”  FsdwgBJIOL  5BHOMMmO 603m0gMgds bolosmgds
do@sero  blbsmdom s  domIg0fg39MmdOm Q©5, QOO  SDSMMIO,
00MBMT5(393G0  Jeslogozsgool LobGgdol (BCS) msbobds, 30639 3amsll
30939936905. X96dm-b s FDA (Us33900Ls s 5900l LosggbBm) 693039bo30900L
dobgzom, 306390 300Lol  3MY39M9BHgoo o6 LoFobmgdgd  in vivo



0009J3035¢9bEGHMd0L  Tgufogesl s 3MMOMIGHOL MMH0Q0bsE™sb  9d3035wgbEHMds
390dw9ds 983 3039L 111 vitro d0mgd3035¢bEHMmdol dglfsgwoom [5,6].

506036 0sb godmdobsdg B3960 330930l FoBIBL FomBmowygbos 369356
“094b0d5mOL” 125 T F9MBOM  EIFIOYWO BHOdWYEHIJOOL In Vitro domgd3035¢bEHMdOL
d9Lfoges BlbsmdoL EglEol dobgz00.

33930l FsLogms: JoMmeo 3m83560s “0bmgsliol” doge Homdmgdmwo 2-gomow-6-
89000¢-3-30OmMJlodoMoobols bmdgobs@ol  89833gwo 125 9-0s60  oGlom
IBIOM0  “09JLodsol”  FHdEgBHJoo  (bLg®os: 010515; gzss: 06.2017) (GHgLEGH™MGO
3M9356530) s OMLEo 30035605 “BoMToLMGBEHOL” 361935M9G0 “gdlomerol” 125 dy-
0560 29OBOM IBIOO FHIOWYBHJo0 (bLgMos: 1410714, 350s: 07.2017) (mGHogobsero
3693560530).

993960396 0Lm30L  godmygbgdero bgmlisfigmgdo s 535Mo@EnMs: Blbomdol
3963LsBO3Mgo bgwlsfilym — 1) ddOMbsg30 Jowsms — ERWEKA DT-600 o 2)
1 GHO500LBIO0 b3gdBHOMBMEGMIgGHOo “Agilent Technologies Carry 60”. 359mygbgdwyero
3350530l 3946037900 s BogdudeMsdvEom  obslosmgdwgdo  SOLMEIMEWEmSE
099L505090s 530, BMOEGHBIMOL s  93MM3oL  BIMT53M3gol dmmbmgzbgdl s
©59mfdgdw9eos L3 “G9@HMEMmA00L 9OHM3bw9e0 LosaabEmL” dogh.

993960396 GH0  BoBIM©s X9BIM-U s FDA Uobgerddm3zsbgarmgdols dobgogom,
blbs™mdol bbgoaobbgs sMgdo MHMam®3 mMm0a0bs¢ol, oy GHLEGHWOO 3693sMoEH0L 12
Go0gHYY [5, 6].

33w930L 306039 9&93D9 9350030690 15330930 S FLOPIMYOJO 36093653 JdOL
09635393GMIWO 993035 9bFGMds.  Bs33wg30 36M9350M5E0L in vitro 9J3035wgbEmodol
Igufoges,  “bubomdOlL  BHYLGHOL”  dobgzom,  oBbmME0 s  IFoMIMgdEOl
B35 0meo ©™39396@9300L (6), x96dm-b s FDA-I 8cmbm3zbgdols dglsdsdols.

6039 3609350530 “bLbsmdol GglGo” d930Lfogwrgm mmbo dgomm@om. dgmmEo
=1 - pH1.2, dgoomeo =2 — pH 4.5, dgoomeo =3 - pH-6.8, dgomeo =4 — pH-2.0. gb
1356513690 dMfMgdos 155330930 3693500l “d9JlodsmolL” b-b ImmbM3bgdol
d9L50530bo (0.01 M HCI (pH 2.0)).

gbMowo =1. “99JLods00Ls” ©s “OgdloEmeols” EsdgEHgdol blibsmdol 3069¢030L
dglfogeol dgsmgdomo dmbsEgdgdo



blhbsmmaol oy podmbmogolgumpds, % - 45 Fo (BFoddmgd- Albgagbigdol aoblibgogpdol
ol Be-b, 506Bml ms FDA-L Beebegbplol | gmamosogbde AMaBeEoaEE0,
Bpliadadobism) % (f2) % (1)
Laggemagn IMgdatafn Bgbapad gdgamo
A A oo

Ao Nil: 95.17% 92.22% B2.02% 0.07%

0.1 M HCL pH 1.2

Hpoewan: Ned: g qeyifya- 90.45% DOLET0 R B30 1.07%%

Oy Ahguppfa,

pH 4.5

Waprmegenis PR3 wpehe- Q5. 19% Q57T B3I 30%, LT4%

ey i e U L L

pH 6.8

Hopormerwgeny Bl (HY arf- Q156% A a6 99 -5.54%%)

Heoaphgrrrly Fgs) 0001 M

HCL pH 20

T LT L Rt T et = FTEEG 45 l'l..'i""'l‘.-'n -t'.:I.-\I‘||-_-_-1-|:'..\'.'|1. = S04 =4 150

“BLbsMBOL FBHgbBHOL” 30MMdJd0 LGHBPIOEHMWOs, 033w IdMEs TBMEIME SHOL
pH.

“899b0050m0LS” S “09JLOMEOL” FHOdWYEHJO0EB Go MM MY SJEOMMO
Bogmogmgdols 2900-6-09m0-3-30006OmJlodoMmoob b)93065@ 0L
3900bmog30Lva3gdol 306930308 899900 HoMdmpygbowos gbGHowobs (gbMHowo =1)
@5 dglbodsdolo  4Msx303900L Loboo (bsb. 1, 2, 3, 4). pH-ob Ubgsslbgs s69do
3900m030LREWGOMo  5JBHoOHO  6030009MHJOL  MIMEIbMds  OLYDBOIMIOMS
1399 GHOMRMEHMIYEHOMSE, MEEGHM00LRGM 135630 — 297 B3 BHowsBy.

3b®owo =1-sb Bsbl, GMI by33eg30 “09duodsmo U7 BHodwgE ool dbgoglgdol
3095303096@0 f1>50%-bBg, bmwm goblibgszgdol 3mgxn0309b@0 30 2 <x15%, Gog
39L50580LMdT0s X 963M-bd S FDA-I 8mmbmgbgdmsb.

1533093 o FgLoEIMYOIE 3935053 JODY, “09JLOdsMOLS” s “dgflomerols” 125
0@y OVWIHIPRYY,  PoHOIRNds  gudgodgbHwds  33wy3sd,  3GMEYIHYdOL
993035 96@™d0L LB  Lbgoslbgs pH-ol  3603369comdols ddmbg  s6gdo,
330P3965 O™ 360 gOL FmMol LESEOLEH03YMS© LHOHIMBM AoBLBZ39ds 56 SGOU.

©dl336s - Boadmwo Fggadol LosrMA3z9gw By Fga30dwos 391336500, MMA
15330930  36935M9@0  “09JLOdIMO” S  FGLOPIMPIIWO  MMOYObIO  3MG39SEO
“094b0EME0” B0M9J3035¢9bEMbO 5006 in vitro “blbsmdol FHglEol” dobggzom.
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Shurgulaia M.7, Kunchulia L.#, Baramidze K.?, Imnadze N. , Lekishvili N.#
IN VITRO BIOEQUIVALENCE STUDY OF “MEXIBAT” TABLETS BY DISSOLUTION TEST

TSMU, DEPARTMENT OF PHARMACEUTICALAND TOXICOLOGICAL CHEMISTRY;
LTD “GLOBALTEST” LABORATORY

“Mexibat” tablets the product of Georgian pharmaceutical company “Inovas”, the generic
analogue of the Russian original product “Mexidol” is appeared on Georgian pharmaceutical
market.

The generic “Mexibat” 125 mg tablets have the high solubility and permeability and
under BCS classification, with high probability, could be considered as the first class product.
The WHO and FDA consider that first class products do not required in vivo bioequivalence
study to prove the similarity with original product. Respectively, in vitro dissolution test is
the way to study bioequivalence of generic product versus original.

Study of in vitro equivalence of test product was conducted under “Dissolution Test” in
respect of manufacturer ND, WHO and FDA guidelines.

The “Dissolution Test” of both products — test and original were done by four methods.
Method #1 — pH1.2, Method #2 — pH 4.5, Method #3 — pH-6.8, Method #4 — pH-2.0. The last
method was conducted under manufacturer’s ND demands (0.01 M HCI (pH 2.0)).

The in vitro study of bioequivalence of two test and original products: Mexibat and
Mexidol 125 mg tablets in different pH ambiance showed that, there is no reliable difference
between them.

On the basis of received in vitro dissolution test data, could be considered, that product
of research “Mexibat” is bioequivalent to original product — “Mexidol”.



