d50590dY J., 31MBFI0s ., 3mdgM0dY b., Bozzogmsdg ., s8mME0s 0.

BEY30m3000L 39x8L¥gdol Mom©abmd®moz0 3obLsbBO3MOL L3gdEMmBMEMIgGHOHMEOo
3900mOl 35OEOE0S

“aemdenBgliBo-I” LogsdmEEm @adMMEMM0s; ML), BsMds3933 Mo ©d GMIlogzMeMyaomMo Jodool
©9350 399630

R 30b5BMol LBILEBEO0L s Fodwol BMEMIGOOL MoMEIbMIMOZ0 bLLsDBLIGS 53T-U,
060G969m0L s 93MIM30L BMT53Mm39g00lL dobg300 brmMEogwEgds dswswo (B30l Lombw®mo
JO™I5EG MM 5300l FgnmEOoom.

“B3030000-1" 3583LwYegdol AFoMIMGdoL (3.3. “Bo@dod3gduo”) doge 30 Joxgbvegddo
B 3mbsbmeol oM gbMdMH030 2496LsBE3zHOLIMZOL 390000535H90)000,
13994 BHOMBMEMIYEGHOHWO FJOMO.

5000965, 9IS  Bsomzos  0doL  OILEHWIMYDS,  OMI  BEY3MbIBMEOl
©50m©96MdMH030 456LsBOZMOL F98M535H9d0 B3gdBHOMBMEHMIYGGHOI0 FJOMPO HBMLE0S,
LHOsx0, 1393080300, © SOHsMIMGdS0; TLsdsdolo, dobo @IBYMA30L d9dmbgggzsdo,
9900m©O30L  259mygbgds  glodergdgro 04693 BY3MbsBMEol 8993390 bowrMmygdol
Lb350slb3s EMHB0BO 35x3LvgdOL 3GModE03o 6 LodgsbogMm 33wg30l Jobboo.

(1065800903t 653GMol JoBsbo: Fe3mbsBmeEols F9dzzgwo bsd3MEMbsewm 3M9356M@0U,
‘8@ 303000-b” 150 dgy-09bo 3ogLwyegdol om©YbmdM030 25bLsbEgMmOL
139JHONBMEMIYEHOWWO FJNMPOL F5COWIGOS.

33930l Asbsems s 8907 gdo:

330930L 3sLoesls FoMdmaagbs “gary3mgoo-l” 150 dy-0560 35i3LvEgdo.
33935 296bmM309ms B3gdGHMMBMEMIGGHOWWo Fgmmeom, 260 +2 63-Bg, bsGobbol

L59MSIMOOLM  BEBMEJdoL (ISO 17025, ICH Q 2 A) dmombmgbgdols Fglsdsdols,
35¢05300L 898090 Fobolinsmgdgdols Fobgwz0m: L3xE0R0ZMIOMDs, LoDMLBEg, LoLmEMg s
LHmObsBM3bgds.

33w939L  390ommgdom  bgambofymbg «Cary 60», «Agilent», H™Iol Ggdbozmeo s
L59JU3WMSEGSEOM  BobolosMYOdGd0 JNE0sbsE Tgglodsdgds 587, dMOEGEBIMOL s 93MM30l
B9M053039900L  FMmmbM3zbgdl s  ©odM{IGOos  LLo3d  “VEHobsdEgdol,  BHgdbozm®o
6935396@gd0Ls s FYBHOHMEMA00L 9OM3690 LoogabEHMm-I” doge.

9gb3960096¢ Mo bsfogro:

50960030 5bLsbBL3MOL Igomo3s:

bo33eg30 Bodmdols blbsGol ImdBsgds : Bw3mbsBmols 50 d-ol d99339wMdoL
RW303000L 35R3Lgdol Jogmogll (BLEO §bs) s3o3L9d9gb 50 8e-05b QodBMI 30¢0ddo,
mdo3g09d 20 der 0,01 dmer  Jemeyodsdigegsl blbsMl  dgmabmerdo, 0bEgblomGs
bR ®M9396 30 -0l obdsg3emdsdo, 03s39 godblbgoom 89319096 Fwgdwy, 8999396 o
BowHO39b.

RBOWEM5GHOL 5 I 50539096 25 Ig-056 Q9THBMI 3MedTdo, FM3MEPMdSL Fgdg F9o39d96
0,01 3w 890560560 Jermfyomdsdsgogzol bubstroom s 99meg396;

REM30m65Hm@ol  BEHBEIOGEHMWo b6odmdol bLBsGOL TmIBoEIds:  BWIMbsBMEOL
bEobsMEHwo 6odmdol 10 3y (BMLEHO [ibs) 539390906 50 e-006 2odBMI 3MdT0, To3)d9b
10 8¢» 0,01 9me» Jermgodsdsgogzol blbsml 8gmobmembo s sbxmcMmg396 aoblibsdwy. 990wy
30e30L I E3mdsly 9953U9096 Fgdg 03539 Podblbgeroo s gmegz9b.



blbsGO 3oMolos 1 3306M0.

15330930 5 BEBIOEHMEo 60dMTgdol blbstgdol m3GH03me 1Lod336M03990L LoBPZM396
260 69 LogMAoL BHowEsBy, 10 83 B9bol Lobdol 3omzg@do.

d9L5MYOW S 09969096 0,01 der JermEfigodsTso35L blbstls dgmobmendo.

960 35869530 BEY3MmbsBMErol 8983390l (X) 8006539030 godmom3osb
RMOHIME00:

_DimeXSGXZSXB_DimeXBXS

X =
D.}Xm1><5ﬂ><5 D[}.xml

LoQsG3:

Di- 15330930 bbs®mol m3EH03wcmo 1103336003955

D2~ B30b5bmol UHebosd@rwo 603730l blbsmol m3#o3memo bod3zzmog,;

mo- BE)3mbsHmeols BESbIOEMEo bodmdob Hmbszo, y;

mo- 1533930 60dxdols fimbs 3o, dg;

B - 398Lw9amol dogmaegliols Ladwogom Asbss, 0.

3003 9M01900: R 3mbsHmeol d9033900Mds 9O 3ox3bvYensdo (CisHi12F2NsO) «bs ogml 135
— 165 9 3983Lweol JoamogLlols Lydmoenm FoLabg 2oo96YMOTGO0m.

U3930803MMMOOL 2oblolHMIM35, 359I MESE B35BIMY0 M5dMm©YB0odg 49BLsDLIMS
99909 60009dDbY: - Lobxo o - FbmErmE ELTHTMY 6030gM9ds; Lobxo d- sd@omMo s
53309 BogmogMgdol batggo.

OMamO3 9H0 LYFMIom O, sg39 LETMTom 3306MH0L A56353wMdST0 FJoMqdMEP0 F9YAJd0L
1393080399OMIOL 3505300l 3m9B030906GH0  Fgoagbws 0,16 s 0,20, Gog 00l
bsobMmMo  FgomEgdolodo  [oygbgdmmo 300G YMHomdgool  dodson  dgormeol
139(3083039OMIOL gbodsdolMdsby (CV<2%);

LoBNLBAGHOL  3obLEBPIGOLLL  BoEgdwo  Fgwgagdol 360369 ™dYdO bl  oym
96035690 056; 6 3505 gMMH0 45BLLDBPIMOL 35M0s300L 3Mmgn0E0gbGo ogym 0,11 s 0,21,
(N<2%), 53 809900093L 5bseroB®o IgommEgdol dodsbm (foggbgd o dmmbmazbydolisdo
396mB g0 390m©obL Gglsdsdolbmdsby;

Loljm®ol  gobloBzMolom3zol  gsdmz09gbgo  F9335G0¢ 5 gbmMdslmsb  odsMmgdsdo
54BHomMo bogmogmgdol 80%, 100% o 120%-0560 s ©sdbdsmg 603009693900l (36Mdogro
50g6md0L 65693900 MOMM 3odgEHOLIMZOU.

LolHmeg (8900m@OobL LoLEGYsGHWOO (3MT0gds) OJ™ 0,55% (3®0@gMogdo < 2%).

LHmObsBMZbgds 29563L5bM3MYm M193mIgbYdME 06 M35 do (80-120%), 5JGHomGO
60300096930 5 3:mb6396GH®sE00LIMZ0U.



aeny zexjo@ol 150 dy oxio 3agbmagioh &iag)Bedoga
23Rk BgMol G Rngeheig feo dgmagoli biim@hsbmgfids

[ 1,500 |
09,5200 ——y=#A it

>

@330 bodneog, D
oS
S
Oha b
DS

DO
=
|
‘
\
| |
\
\

0.15 0,17 019 0,21 0,23 0.25

R 3eli>Dmerol bgtiatgnmn Bodnadol
AebgaRa@igos, C, da/dee

6. Ne4. 3¢0)3065Bmeools Hom©gbmd®mogo 3sblisbmgmols L3gdEMmmamEmdgd®meyeo 9gmmool
LHemmbsbmgbgdols 4®sg030.

3MOg5300L 3009830330960 5™l 0,998, IbOHOL 3mbol  BHobgaablo - 2,391 @ VLEOLsms VgMIol
39005339000 F9OEowo - 0,052.

39001035 B 3mbsBMEobomzol bmObsBMZsbo ogm 0,16 — 0,24 9/ ©0s35BMbTO.

00009650, FoEgdMo  9900ga900 © 2658303900  J0MMOMYPL  B3Mm30©OL  Jox3LvYEngdTo
393065 BMEOL MomEgbmdMH0z0 A5BLBOZMmOLIMZ0L TgMP gm0 Igomm©OL LMMbIBMZbYdDY.

33g30b Bggagdo:

¢ 09908535 8Mdbmd0scg, s0HoMmIMgdso, BMLGo ©s 989IAMO0  b3gdBHOHMBMEGHMIYGGHOMO
090000 3985995330 BE)3mbsHBMEOl MomMmgbmd®Mm030 45bLsBLZMOLIMIOL;

¢ 503960 0465, HMI BEY3MbsBMEOLIMNZOL B3)30B03MM0s 260+1 63 LogMAOL GHows;

¢ 50306, HMI EsTbTsMg 603m0gMHgdgd0L batrg3z0l M3EH03MEMmO Lowool 8bodzbgwmds 260+1 63
LogMIOL GHowEsby 50l bEsh sbermls;

¢ OMymOE 9O 1sdMdom EEOL, sbggg Lsdwmdom 330600l 2obdogErmdsdo Jomgdweo Tggagdol
13930803MOMOOL 3005300l 3mgx303096¢0 Gg0ygbs 0,16 s 0,20 - Gog d09PO0MIOL SbsEoBMMo
0900m9d0Lodo §oggbgdamo 3G0EIM0MIgd0L 80350 IgmmEOL 13930B0IOMBOL dglodsdolbmdsby
(CV<2%);

¢ LoBYLEHOL goblsBrzMolsl domadmero d9wgaqdol 860d3bgrmdgdo  SHEMl oym gMmIsbgmmsb; 6
39M5gEwG0  goblabrgMol 35M0s300L 3mgxosogb@do ogm 0,11 ©s 0,21, (<2%), Gsg Gormmomgdl
365¢0BMMHo  Ggoomgdol  F0dsmo  foygbgdwo  Bmmbmgbadolsdo  dg@Bgmwo  dgormeol
d9LodoTOLMBSBY;

¢ 9900m©030L Lobmeg 5oL 0,55%, g.0. LobEHIBsEHHIMHo 3MmIoEwgds (IgommEOol LolimMyg) bs3wgdos
<2%, 653 90m0mgdL SBsEoBMEMO FgmmEgdol Jodsmo §oygbgdrwo dmmbmgbadolsdo dgmbgmero
39900m0bL LoLfmOob dglodsdobmdsby;

¢ 296L5BM3MgdTdo 3MMgEsE0ol 3mgn0E0gbGHo 0ym 0,995-Bg dg@o ©s 89500996 0,998 ; sbMOL
39obobl ¢obgagblio ogm 2,391 s sdLEOLIMS VIMIOL Foa339moL FgdEowo — (-0,052);

¢ 3900035 BEY3065DBMoLIMNZoL LHrmObIHBM35605 0,16 — 0,24 Fa/0¢ ©0s35DMbY0.

00009650, 398LMEgddo B 3MmbsbMEOl  MIMmEIbMdM030  Q9BLIBEOZMOLIMZOL  9dwdsggdyero
) @®o00bBgMo  B39BHOMBMEMIYGHOMWO FJNMEOL  35¢0EI300L 9WIROP IEH0Bs JgmmEol
OO glododolmds 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-ol 8cmmbmgbgdomsb 999090 3900030000 dsboliosmgdergdols
dobg3z30m: 139308303990MdS, LOBMLBEY, LOLHMOY s LHMOIBM3bd..

WoBIMGHMOS:

1. USP 39 NF 34, Fluconazole (2016)



2. USP 39 NF 34, <197>, <851> (2016)

3. European Pharmacopoea 8Ed (2014)

4. PYKOBOJZCTBO 1o Banupanuy MeTOLUWK aHamu3a JIeKapCTBeHHBIX cpexcTB. [lox pemakumeit: H.B.
IOprensa, A.JI. Mnagenuesa, A.B. Bypaeiina, M.A. I'etbmana, A.A.Masnuna; (2016)

5. 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;

6. ICH Q2 A (CPMP/ICH/381/95), Validation of analytical procedure: Methodology, London UK,
1997.

Baramidze K., Kunchulia L., Koberidze N., Chikviladze T., Ashortia I.

VALIDATION OF UV SPECTROPHOTOMETRIC QUANTITATIVE DETERMINATION METHOD
OF FLUCOVID CAPSULES

"GLOBALTEST”, LLC, TESTING LABORATORY; TSMU, DEPARTMENT OF PHARMACEUTICAL AND
TOXICOLOGICAL CHEMISTRY

Precise, sensitive and reproduced UV spectrophotometric method for determination of Flucovid
kapsules is designed.

The coefficient of variation specificity is 0.16 and 0,20 (CV<2%). Thus, the specificity of the
developed method meets the requirements made to the analytical methods.

The relative standard deviation for 150 mg Flucovid kapsules is — 0,11 and 0,21 (criteria for
acceptability of <2.0%). Thus, the precision of the developed method meets the requirements made to
the analytical methods.

Systematic error of an analytical method for the 150 mg Flucovid capsules is — 0,55% (acceptability
criteria <2.0%). Thus, the accuracy of the developed method meets the requirements made to the
analytical methods.

The correlation coefficient for 150 mg Flucovid capsules is - 0.998. The method linearity is from
0.16 — 0.24 mg/ml for 150 mg Flucovid capsules. Thus, linearity of the developed method meets the
requirements made to the analytical methods.

The results received during validation of an analytical method determination of fluconazole in
Flucovid tablets, have shown full conformity of the developed method to requirements 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 on the following validation characteristics: Specificity, Precision,
Linearity and Accuracy.



