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CnopigHeHa 3asBka

[aHa 3asaBKka 3aaBnsde nepeBary npioputety 3a crarreto 35 U.S.C. 119(e) TMM4YacoBoOi 3asBkU Ha
Bugadvy nateHty CLUA Ne 61/040,398, nogaHoi 28 6epesHs 2008 p, 3MICT SIKOi BKIHOYEHO LUISIXOM
NOCUMaHHs.

PiBeHb TeXHiku

Po3BuTOK TETpaumMKniHOBMX aHTUOIOTKKIB Oyrno npsMyM pes3ynbTaToM CUCTEMATUYHOIO CKPUHIHTY
3paskiB I'pyHTYy, 3ibpaHMX Yy pi3HUX YacTMHaX CBiTYy, Ha HasIBHICTb MiKpPOOpraHiamMiB, 34aTHUX
npoaykyeatn 6aktepuumngHi i/abo GaktepiocTaTnyHi komno3uuii. Mepwa 3 yux HoBWUX cronyk Byna
3agisHa B 1948 p. nig Ha3Bow xnopTeTpauukniH. Yepes aBa poku cTaB AOCTYMNHUM OKCUTETPaLMKIH.
[MOsAICHEHHA XiIMIYHOI CTPYKTYpM UUX CMOMyK NIATBEPAUNIO iX CMOPIAHEHICTb Ta Aano aHaniTU4HuM
f0asuc ana ogepkaHHs TpeTboro udneHa uiei rpynn B 1952 p. — TeTpauukniHy. HoBe cimencTBO
TeTpaumnkniHOBUX cnonyk 6e3 meTanbHOI rpynu, NpMEaHAHOI 3a AONOMOrO0 Kinbus, 6yno ogepxaHo B
1957 p. Ta cTano 4OCTYNHMM Ans wupokoro 3arany B 1967 p, a MiHOLMKNIH CTanu BUKOPUCTOBYBAaTU B
1972 p.

Y pgaHuMl 4dac 3ycunns  AocnigHuKiB  Oynn  cpokycoBaHi Ha pPO3BUTOK HOBMX KOMMO3WULA
TETPaUMKNIHOBUX aHTUOIOTUKIB, SIKi € e(peKTUBHMMM NPU Pi3HNX TepaneBTUYHUX YyMOBaX Ta cnocobax
BBeAEHHS. bynn Takox AocnimKeHi HOBI TeTpauMKIiHOBI aHanoru, siki MoXyTb cTaTu piBHUMKU abo
Oinbl edeKTUBHUMM HiXXK MEPBICHO BBeAEHI TeTpauMKIiHOBI cnonyku. MNpuknagn BkntovatoTb MaTteHTu
CLUA Ne 2980584, 2990331, 3062717, 3165531, 3454697,3557280, 3674859, 3957980, 4018889,
4024272 Ta 4126680. Ui nateHTM npeactaBnsoTb psa apMauleBTUYHO aKTUBHUX KOMMO3WULIA Ha
OCHOBI TeTpaUMKNiHYy Ta aHanoris TeTpauuKmiHy.

IcTopnyHO Bigpasy nicns iX NepBiCHOrO PO3BMTKY Ta BBeAeHHs B 06ir 6yno BusBNeHo, WO
TeTpauMKNiHM € PapMakonoriyHo BMCOKOEMEKTUBHUMU MPOTU PUKETCIN, PSAY rpamM-no3vTUBHUX Ta
rpam-HeraTmBHux ©OakTepin Ta areHTiB, BignoBiganbHWX 3a nNiMAOrpaHynbOMy BEHEPUYHY,
iHKIMIO3MBHUI KOH'IOKTUBIT Ta ncutako3. OTxe, TeTpauukniHi cTanu BigoMi K aHTUBIOTUKM ,LLUMPOKOrO
cnekTpy". 3 HaACTyNHMM BCTAHOBMEHHSAM 1X in Vitro aHTUMIKPOOHOI aKTUBHOCTI, edeKTUBHOCTI B
eKcrnepuMeHTanbHUX iHAeKUiax Ta hapmakonoriyHMx BNacTMBOCTEN TETPAUMKIIIHU SK Knac cTanu
LIBUAKO LUMPOKO BUKOPUCTOBYBATUCH NS TepaneBTUYHMX uinen. OgHak, Take LWMpoKe 3acTOCYBaHHSA
TETPaLMKNIHIB AN NiKyBaHHSA TSHKKUX Ta HETSDKKMX XBOPOO Ta 3axBOPIOBaHb NPU3BENO A0 BUHUKHEHHS
CTIiKOCTi OO UMX aHTUBIOTWKIB HaBiTb cepel BMCOKOYYTNUBMX BUAIB GaKTepin, K CUMOBIOHTHUX TaK i
naTtoreHHux (Hanpuknag, pneumococci Ta Salmonella). 36inbLIEHHSA KiNbKOCTI OpraHiamiB, CTIMKUX 00
TeTpauukniHy, € pe3yrbTaToOM 3HWKEHHS BUKOPUCTaAHHSA KOMMO3WLiW, AKi MICTATb TeTpauukriHM Ta
aHanoru TeTpauukniHy, Kk BubpaHi aHTUBIOTUKN.

CyTb BMHaxoay

B ogHOMy BapiaHTi BTiNEHHS BMHaxig CTOCYETbCS, NMPUHAVMHI YacTKOBO, OpanbHOi koMno3suuii 9-
amiHOMeTWn  TeTpauukniHOBOI  crnonyku,  Hanpuknag, 9-[(2,2-gumeTunnponinamiHo)-meTun)-
MiHOUMKMiHY, abo noro coni. Komnosuuis moxe 6ytn y dopmi TabneTtkmn abo kancynm.

B iHWoOMY BapiaHTi BTiNeHHs BUHaxig TaKoX CTOCYETbCS OpanbHOI KOMMNO3WLUil, gka MiCTUTb Bif
npnbnmaHo 15 % po npubnusHo 30 %, Big npubnusHo 16 % ao npudnmaHo 28 %, Big NpmbnuaHo 18 %
Ao npnbnusHo 25 %, Big npubnmaHo 19 % o npnbnusHo 22 %, Big npndnunsHo 19,5 % oo npubnuaHo
21,5 %, abo npubnusHo 20 % akTMBHOrO iHrpegieHTa, Hanpuknag, 9-[(2,2-gumeTunnponinamiHo)-
MeTWnN]-MiHOUMKIiHY, abo noro coni (Hanpuknag To3unaTHol Coni).

B we ogHomy BapiaHTi BTIMEHHSI BUHaXxig TakoX CTOCYETbCS OparbHOI KOMMO3ULii, sika BKMYae
TabneTky i3 CepLeBMHON, SiKa BaXuTb Big npmbnmsHo 450 mr go npnbnusHo 180 wmr, Big npmubnmsHo
480 mr go npnbnusHo 520 wmr, Big npmbnmsHo 490 mr go npubnuaHo 510 wr, Big npnbnusHo 495 mr o
npnbnusHo 505 mr, abo npnbnuaHo 500 mr.

B we ogHomy BapiaHTi BTiNEHHS BUHAXIL TakoX CTOCYETbCSA OparibHOI KOMMO3WLi, ika MICTUTb Bif,
npnbnmaHo 70 mr go npubnusHo 200 wmr, Big npubnuano 90 mr go npnbnusHo 180 wmr, Big npnbnnsHo
80 mr go npubnuaHo 180 wmr, Big npnbnuaHo 90 mr go npudbnunsHo 160 mr, Big npubnuaHo 100 mr oo
npmbnmaHo 140 wr, Big npndnmaHo 120 mr o npnbnmaHo 135 mr, abo npmbnmaHo 132,8 ekBiBaneHTy
aKTUMBHOrO iHrpefieHTa, Hanpuknag 9-[(2,2-aumeTnnnponinamiHo)-meTun]-MiHOUMKAIHY, To3unaTHOI
coni.

B we ogHoMy BapiaHTi BTiNNEHHS BMHaXif TAKOX CTOCYETbCS KOMMO3uWLii TabneTku i3 cepeHboto
TBEpaicTio Big npubnumaHo 2 Kp go npubnuaHo 20 Kp, Big npnbnusHo 3 Kp go npnbnusHo 18 Kp, Big
npnbnmaHo 4 Kp go npnbnusHo 16 Kp, Big npubnusHo 5 Kp go npmbnuaHo 15 Kp, Big npnbnusHo 6 Kp
no npubnuaHo 15 Kp, Big npubnusHo 6,3 Kp go npmbnusHo 14,5 Kp, Big npmnbnusHo 6,3 Kp go
npmnbnusHo 10 Kp, Big npubnuaHo 6,3 Kp go npubnumsHo 8 Kp, Big npndnusHo 6,3 Kp go npnbnusHo 7
Kp, Big npubnmsHo 6,3 Kp go npubnuaHo 6,8 Kp. B iHWOMY BapiaHTi BTIfIEHHS BMHaxig Takox
CTOCYETbCS KOMMO3MKLii TabneTku i3 cepeaHbO TBEpAiCT0 NpmMbnmsHo 6,5 Kp.
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B we iHWoOMy BapiaHTi BTINEHHA BWHaXid TaKOX CTOCYETbCA KOMMO3uUii Tabnetkn 3 4yacom
AesiHTerpauii Big npnbnusHo 5 xs8. oo npnbnusHo 30 xB., Big NpMbnnsHo 7 xB. A0 NpMbnusHo 28 xB.,
Big NpubnmsHo 8 xB. A0 NpMbnmsHo 25 xB., Big NnpndnunsHo 9 xB. A0 NpnbnusHo 23 xB., Big NpUGNIN3HO
10 xB. 4o npubnmsHo 22 xB., abo Big npnbnuaHo 11 xB. Ao npubnuaHo 21 xB. B iHWOMY BapiaHTi
BTIJTEHHS1 BUHaXi[ TaKOX CTOCYETbCS KOMMO3uLii TabneTkn 3 Yacom aesiHterpadii, skmn nepesuilye 30
XB.

B HacTynHoMy BapiaHTi BTiNEHHS BMHaXig TakoX CTOCYETbCS TabneTku sika MiCTUTb NpUOnn3HoO 5-
40 % wmac. 9-[(2,2-gumeTmnnnponinamiHo)-mMeTur]-MiHoOUMKNiHY, abo noro coni (Hanpuknag To3unaTHOI
coni); npubnusHo 50-90 % mac. pospigxkysaya; npubnusHo 0,01-0,5% mac. crabinizaTopa;
npnbnusHo 0,2-2,0 % mac. areHTa, WO CNpuae KOB3aHHO; npubnuaHo 3-10 % mac. gesiHTerpaHTa;
npnbnusHo 3-10 % mac. 3amawyBaya; HeoboB'sa3koBo npubnuaHo 0,5-3,0 % mac. BydepHoro areHTa;
HeoboB'a3koBO NpnbnusHo 0,1-2,0 % mac. areHTa NpPoTW 3nMnaHHA; Ta HeoboB's3KOBO NPUBNN3HO 1-
6 % Mac. KOMMOHEHTa MOKPUTTH, TaKoro siKk MOKPMBHWUIA OapBHUK. 3 noasakow Oyae CNpuUHATO
PO3YMiHHSI TOrO, LLO CTOCOBHO EKCUMMIEHTIB Ta iHWUX A06aBOK Nia BXUBaAHHAM TEPMiHY B OAHMHI
(Hanpvknag, ,po3pigkyBay”, abo ,areHT NpoTW 3nunaHHA") crig TakoX Po3yMiTU BMNadKW, KOnwu
BUKOPUCTOBYIOTb AN TaKoi X QYHKUIT MHOXWHY Ppi3HMX cnonyk. Takum 4YuHOM, Hanpuknag,
KoMnoauuis 3 pospigkyBadem Yy kinbkocTi 50-90 % BkmYae BMNAgKW, KOMM K  PO3YMHHUK
BUKOPWUCTOBYKOTb OAHY CMOSMYKY i BOHA MPUCYTHS Yy Takil KiflbKOCTI, @ TaKoX i BMMNaAKW, KOnU $K
PO34YMHHUK BUKOPWUCTOBYHOTb ABi, TpM abo Oinblue pi3HMK CMONYK i BOHW pa3om CKNadawTb TaKy X
KiNbKIiCTb.

B we ogHOMy BapiaHTi BTiNEHHSA BMHaxig Bkovae tabnetku, aki mMicTaTb: npubnmsHo 13-30 %
mac. 9-[(2,2-auMmeTunnponinamiHo)-MeTun]-MiHOUUKNiHy, To3unaTtHoi coni; npnbnusHo 10-60 % mac.
naktosu; npubnusHo 10-50 % mac. MikpokpucTaniyHoi uenonosn; npubnusHo 0,05-0,25 % mac.
OicynbdiTy Hatpito; npubnusHo 0,4-1,6 % mac. giokcmay Kpemdito; npubnuaHo 4,4-6,5 % mac.
cteapaTy MarHito abo crTeapun dymapaTy HaTpilo; npubnm3Ho 4-6 % Mac. KpOCMOBIAOHY;
HeoboB'si3koBO NpubnmaHo 1,0-2,0 % mac. NMMMOHHOI KMCNoTu; HeoboB'a3koBo npubnusHo 0,7-1,2 %
Mac. Tanbky; HeoboB'sisakoBo npubnuaHo 3-5 % mac. Eudragit E100 ta npubnusHo 1-10 % mac.
OPADRY® AMB Red. 3 mnogskoto Oyaoe CnpuiHATO pO3yMiHHA Toro, wo konn 9-[(2,2-
AVMETUNNPONINamMiHO)-MeTuUn]-MiHOLUUKMIH MPUCYTHIN K Cinb, Aiana3oH BMICTY B % Mac. byae Takox
BKMOYATW Macy BiflbHOT KUCNOTW Ta COMbOBWUIA MPOTU iOH (SIKWO NPO Taky Macy Yy BiAcOTKaxX He
NOBILOMIIAETLCS OKPEMO, K, Hanpuknag, y Tabnuui 1).

B iwe ogHoMy BapiaHTi BTiNEHHs1 BMHaxig Bko4Yae tabneTtku, ski MicTatb: npmbnmnsHo 13-30 %
mac. 9-[(2,2-aMMmeTunnponinamiHo)-MeTun]-MiHOUUKAiHy, To3unaTtHoi coni; npnbnusHo 15-25 % mac.
naktosu; npmbnusHo 35-45 % mac. MmikpokpucTaniyHoi uentonosn; npubnusHo 0,17-0,22 % mac.
OicynbdiTy HaTpito; npubnusHo 0,9-1,16 % mac. giokcuay KpemHito; npubnusHo 4,5-55 % mac.
cTeapaTy MarHito abo creapun dymapaTy HaTpito; npubnusHo 4,5-5,5% Mac. KpOCMoBi4OHY;
NMMOHHOI  KUCNOTW Hemae; Tanbky Hemae; Eudragit E100 Hemae Ta npubnuaHo 3-4,5 % mac.
OPADRY® AMB Red. B 000aTKOBOMY BapiaHTi BTiNeHHA TabneTka 3rigHo i3 BMUHaxXo40M CKNaaaeTbcs
B OCHOBHOMY 3 NepepaxoBaHuX BULLLE KOMMOHEHTIB.

B iwe ogHomy BapiaHTi BTiNEHHA BUHaxig BKMoyae TabneTku, siki MicTATb: npnbnuaHo 15-30 %
mMac. 9-[(2,2-AMMeTuUnNnponinamiHo)-MeTun]-MiHOUUKNiHy, To3unaTtHoi coni; npnbnusHo 15-25 % mac.
naktosu; npubnusHo 35-45 % mac. MikpokpucTaniyHoi uenonoaun; npubnusHo 0,17-0,22 % mac.
OicynbdiTy Hatpito; npubnusHo 0,4-0,6 % mMac. giokcmay KpemHito; npubnuaHo 4,5-55 % mac.
cTeapaTy MarHito; npnbnusHo 4,5-5,5 % mac. kpocnoBigoHy; Ta npubnusHo 0,9-1,1 % mac. Tanbky. B
00OAaTKOBOMY BapiaHTi BTiNMEHHs TabneTka 3rigHO i3 BMHAXO4OM CKNAgaeTbCs B OCHOBHOMY 3
nepepaxoBaHUX BULLLE KOMIMOHEHTIB.

B ilwe ogHOMy BapiaHTi BTINNEHHS BUHAaXxig BKMAOYaeE TabneTku, SKi MiCTSTb: NpubnuaHo 26,56 %
mMac. 9-[(2,2-gumeTunnponinamiHo)-mMmeTun]-mMmiHOUUKNiHy, To3unaTHoi coni; npnénusHo 20,00 % mac.
nakTo3u; NnpmbnuaHo 41,74 % mac. MikpokpucTanivyHoi Lentonosu; npubnunsHo 0,20 % mac. bicynbdity
HaTpito; npubnusHo 0,50 % mac. giokcuay kpemHito; npubnusHo 5,00 % mac. cTeapaTy MarHito;
npmbnmaHo 5,00 % mac. kpocnosigoHy; Ta npmbnuaHo 1,00 % mac. Tanbky. B gogatkoBomy BapiaHTi
BTiNEeHHA TabneTtka 3rigHO i3 BMHAxXO4OM CKMAOAETbCA B OCHOBHOMY 3 MepepaxoBaHWX BULLe
KOMMOHEHTIB.

B iwe ogHomy BapiaHTi BTiNEHHS BUHaxig BKMYae Tabnetku, siki MiCTATb: NpubnumaHo 13-14 %
Mac. 9-[(2,2-gumeTunnponinamiHo)-meTun]-miHOUUKNiHy, To3unaTtHoi coni; npnbnusHo 45-55 % mac.
naktosu; npubnusHo 15-25 % mac. MikpokpucTaniyHoi uenonosu; npubnusHo 0,07-0,12 % mac.
bicynbity Hatpito; npubnmaHo 0,4-0,55 % mac. giokcuay KpemHito; npubnmsHo 5,5-6,0 % mac.
cTeapaTy MarHito abo cTeapun dymapaty HaTpito; npubnunsHo 4,5-5% mac. KpOCnoBidOHY;
npmbnmaHo 1,25-1,75 % mac. NMMOHHOI kucnoTu; npubnusHo 0,7-1,2 % mac. Tanbky; Ta npubnmaHo 3-
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5% wmac. Eudragit E100. B popmaTtkoBOMy BapiaHTi BTineHHs Tabnetka 3rigHO i3 BUHaxXo4oMm
CKNagaeTbCsl B OCHOBHOMY 3 NepepaxoBaHnNX BULLLE KOMMOHEHTIB.

B we ogHoMy BapiaHTi BTiNEHHSA BUHAXIg BKMOYae TabneTku, ski MicTaTb: npubnunsHo 195-205 mr
9-[(2,2-anmeTmnnponinamiHo)-MeTun]-MiHOLUMKITIHY, TO3UnaTHOI coni; NpndnuaHo 155-165 Mr nakrosu;
npnbnuaHo 295-310 Mr MmikpokpucTanivyHoi uentonosu; npubnuaHo 1,0-2,0 mr BicynbdiTy HaTpito;
npnbnuaHo 30-50 mr kpocnoigoHy; NpubnuaHo 6-8 Mr giokeuay KpeMHito; npudnunsHo 30-50 mr
cTeapaTy marHito abo cteapun pymapaTty HaTpito; Heob0B'si3koBO NpudnnsHo 12,5-17,5 Mr NMMMOHHOI
KMCNOTK; He0BOOB'A3KOBO NpMGNN3HO 7,5-12,5 Mr Tanbky; He0boB'siI3koBO NpubnmMaHo 30-50 mr Eudragit
E100 Ta npu6nusHo 20-40 mr OPADRY® AMB Red.

BuHaxig TakoX CTOCyeTbCsi NPUHaVMHI 4acTKoBO TabneTku, gka MiCTuTb: npubnusHo 202 mr 9-
[(2,2-pumeTnnnponinamiHo)-mMeTun]-MiHOUMKNIHY, To3unaTtHoi coni; npubnusHo 161 Mr nakTosw;
npnbénusHo 303 Mr mMikpokpucTanivyHoi Lentonosu; npubnusHo 1,5 mr BicynbdiTy HaTpito; NpubnM3HO
37,5 Mr kpocnoBigoHy; NpubnusHo 7,5 Mr giokeuay KpemHito; npubnusHo 37,5 mr cteapun dymaparty
HaTpito; Ta npmbnusHo 30 mr OPADRY® AMB Red.

B we ogHomy BapiaHTi BTiNEHHSA BUHAaXxIig BKMoYae TabneTtku, ki MicTaTb: npubnuaHo 120-135 mr
9-[(2,2-gnmeTunnponinamMiHo)-MeTUn]-MiHOLMKMiHY, To3unaTHoi coni; NpmbnmaHo 90-110 Mr nakTosu;
npnbnuaHo 190-220 Mr MmikpokpucTanivyHoi uentonosu; npubnuaHo 0,8-1,2 mr GicynbgiTy HaTpito;
npnbnuaHo 20-30 Mr kpocnoigoHy; NpubnuaHo 2-3 Mr giokcuay KpemHito; npubnunsHo 20-30 mr
cTeapaTy MarHito; Ta npubnmaHo 4-6 Mr TanbKy.

BuHaxig Takox CTOCyeTbCA NPUHAMMHI YacTKOBO TabneTtku, sika MicTUTb: npnbnuaHo 132,80 mr 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-mMiHoUMKNiHy, To3unaTHoi coni; npubnusHo 100,00 mr nakTosw;
npmbnuaHo 208,70 mr mikpokpucTaniyHol uentonosn; npubnusHo 1,00 mr 6Gicynbdity HaTpito;
npmbnumaHo 25,00 mr kpocnosigoHy; npubnusHo 2,50 Mr giokcuay KpemHito; npubnuaHo 25 wmr
cTeapaTy MarHito; Ta npubnmaHo 5,00 mMr Tanbky.

B we ogHomy BapiaHTi BTiNEHHA BUHAaXxIig BKMovae TabneTku, aki MictaTte: npubnnsHo 135-140 mr
9-[(2,2-gnmeTunnponinamMiHo)-MeTUn]-MiHOLUKNiHy, TO3uUnaTHOI coni; NpubnmaHo 500-525 mr nakTosu;
npnbnuaHo 200-210 Mr mikpokpucTanivyHoi uentonosu; npubnuaHo 0,5-1,5 mr GicynbdiTy HaTpito;
npnbnuaHo 40-60 mr kpocnoigoHy; NpubnuaHo 4-5 Mr giokcuay KpeMHito; npudnunsHo 50-70 mr
cTeapaty MarHito; npubnusHo 12,5-17,5 Mr nUMOHHOT KMCNOTKU, NpubnusHo 7,5-12,5 Mr Taneky; Ta
npunbnusHo 30-50 mr Eudragit E100.

BuHaxig Takox CTOCyeTbCca NMpMHaMMHI YacTKOBO TabneTku, gka MicTuTb: npubnusHo 135,8 mr 9-
[(2,2-gumeTnnnponinamiHo)-mMeTun]-mMiHOUMKNiIHY, To3unaTtHoi coni; npubnusHo 515 mMr nakTosu;
npmbnmaHo 205,5 Mr mikpokpucTaniyHoi uenonosu; npmbnuaHo 1,0 mr GicynbdiTy HaTpito; NpnbnnsHo
50 mr kpocnosigoHy; npubnusHo 5,0 mr giokcmay KpemHito; npubnusaHo 60 Mr cteapaTy MarHito;
NpmBnm3Ho 15 Mr NIMMOHHOI KucnoTn, npnbnusHo 10 Mr Tankeky; Ta NnpmbnuaHo 40 mr Eudragit E100.

B iHLWOMY BapiaHTi BTiNeHHs BUHaxig TakoX CTOCYETbCHA OpanbHOi koMno3suuii, ska mictute 90-120
mr 9-[(2,2-gumeTnnnponinamMiHo)-meTun]-MiHOLMKNiHY Y OpMi BiflbHOI OCHOBM Ta (hapMaueBTUYHO
NPUNHATHUI HOCIN.

B Wwe ogHoMy BapiaHTi BTiNEHHA BUHaxig NpeAcTaBnsie opanbHy KOMMNO3uuito y opmi kancynu,
AKa MicTUTb NpubnunsHo 95-115 mr 9-[(2,2-gumeTnnponinamMmiHo)-MeTun]-MiHOLMKNIHY Y hOpMi BinbHOI
ocHoBMu, 0,95-1,15 wmr Oicynbdity HaTpito, npubnusHo 0,09-0,115 mr konoigHoro 6Ge3BogHOro
KpeMHe3eMy Ta Kancyny.

B iHWoOMy BapiaHTi BTiNEHHs BUHaxig NPWHaNWMHI YAaCTKOBO TaKoX CTOCYETbCHA KOMMoauuii ans
iH'ekuin, dka mictute npubnusHo 90-110 mr 9-[(2,2-gumeTmnnponinamMiHo)-MeTUn]-MiHOLMKNIHY Y
dopmi BinbHOI OCHOBM Ta (hapmMaLeBTUYHO NPUNHATHUIA HOCIN (Hanpuknag, BOOAHWI HOCIR).

BuHaxig npvHaiMHi YacTKOBO TaKOX CTOCYETbCA KOMMO3WLii NS iH'eKUiln, ska MiICTUTb NpMBnn3HO
90-110 wmr 9-[(2,2-gumeTmnnponinamMiHo)-MeTun]-MiHOLMKIIHY, ioNpoTEeKTOp y POpMi BiflbHOi OCHOBM,
AHTMOKCMOAHT Ta HOCIN.

B we ogHomy BapiaHTi BTiNMEHHA BWHAaXid CTOCYETbCSH, MPUHAWMHI YacTKOBO, KOMMO3WLIl Ans
iH'ekUin, sika MicTUTb NpmnbnmaHo 90-110 mr 9-[(2,2-gumeTunnponinamiHo)-MeTunl-MiHouukniHy, 90-
110 mr uykposu, 0,9-1,1 mr BicynbdiTy HaTpito Ta BOAHWUIA HOCIN.

B iHwWoMy BapiaHTi BTiNEHHA BMHAaXxif TakoX CTOCYETbCS KOMMO3WUil ANns iH'eKUin, sika MiCTUTb
npubnmaHo 100 mr 9-[(2,2-aMmeTunnponinamido)-meTun]-miHouuknivy, 100 mr uykposu, 1 wmr
BicynbdiTy HaTpito, cnonykn Ansi peryntoBaHHA 3HadeHHs pH Ta BOAHMIM HOCIN.

BuHaxin Takox npegcTtaensde, MpuMHAWMHI  YacTKOBO, CMOCOBWM nikyBaHHSA Cyb'ekTiB 3
BUKOPUCTAHHAM KOMMO3WL 3riAHO 3 BUHAXodoM. Y AesiKMx BapiaHTax BTiNeHHs cyb'ekTiB NMikyoTh Big
OakTepianbHuX iHekuin. BuHaxig cTocyeTbcs opanbHOi KOMMNO3uLUii, ska MiCTUTb NpubnuaHo 5-40 %
mMac. 9-[(2,2-aMMeTunnponinamiHo)-MeTun]-MiHOUUKAiHy, To3unaTtHoi coni, npnbnnsHo 50-90 % mac.
pospigxyBada, npnbnmsHo 0,01-0,5 % mac. crabinizatopa, npubnusHo 0,2-2,0 % mac. areHTa, WO
CMpUsiE KOB3aHHK0, npubnusHo 1-11 % 3mawyBaya, npubnusHo 0,5-10 % mac. gesiHTerpaHTa Ta



10

15

20

25

30

35

40

45

50

55

UA 109627 C2

HeoboB'a3koBo nNpubnuaHo 0,5-1,5 % mac. areHTa NpoTK 3nunaHHa. Hanpuknag, po3pigKyBay Moxe
BKMOYATWN NAKTO3Y, MiKpOKpUCTarniyHy Lentono3dy abo ix kombiHauito.

Y pesikmx BapiaHTax BTINIEHHS OpanbHa KOMMO3MUiS TakoX BKMovae OydepHuii areHT, areHT
NPOTU 3MMNAaHHSA, MOKPUBHUIA KOMMOHEHT, abo iX KombiHaLito.

Hanpwvknag, opanbHa Komno3uuist 3rigHO 3 BUHaxodoMm Bkntoyae npnbnmaHo 10-30 % mac. 9-[(2,2-
AVMETUNNPONINamiHo)-MeTun]-MiHoUuKNiHy abo noro coni; npubnusHo 50-90 % mac. po3pigxyBaua;
npubnmaHo 0,01-0,5 % mac. crabinizatopa; npubnusHo 0,2-2,0 % mac. areHTa, Lo Cnpusie KOB3aHHIO;
npubnumaHo 3-10 % 3mawysadva; npmbnusHo 3-10 % wmac. pfesiHTerpaHta; Ta HeoOOB'A3KOBO
npnbnusHo 0,01-1,5 % mac. areHTa NPoOTU 3NUNAHHS.

OanH 3 npuknagiB opanbHOi  koMnosuuii  BkMYae npubnusHo 26-28 % mac. 9-[(2,2-
ANMeTUNNponinamiHo)-mMmeTun]-MiHOUMKAIHY, To3unatHoi coni; npmbnusHo 10-30 % mac. nakTosu;
npnbnusHo 30-50 % mac. mikpokpucTaniyHoi uentonosn; npnénusHo 0,05-0,35 % mac. GicynbgiTy
HaTpito; npubnusHo 0,5-1,5 % piokcuay kpemHito; npubnusHo 4,5-6,0 % mac. cteapun ¢ymaparty
HaTpito abo cTeapaTty marHito; npubnmaHo 4-6 % mac. KpocnosigoHy; Ta npubnusHo 0,5-1,5 % mac.
TarnbKy.

Mpuknag opanbHOi komno3uuii Bknovae 26-28 % mac. 9-[(2,2-gumeTunnponinamiHo)-meTun]-
MIHOUMKMIHY, To3unatHoi coni; npubnuaHo 15-25 % mac. naktosu; npubnusHo 35-45 % mac.
MiKpOKpUCTanivyHoi uenonoau; npubnunsHo 0,15-0,25 % mac. GicynediTy HaTpito; npmbnuaHo 0,8-1,2 %
Aiokcvay KpemHito; npubnusHo 4,8-5,2 % mac. cteapun dymapaTy HaTpito abo cTeapaTy MarHito;
npnbnmaHo 4,8-5,2 % mac. kpocnosigoHy; npubnusHo 0,15-0,25 % mac. Tanbky Ta npubnusHo 3-5 %
OPADRY® AMB Red.

B ogHomy BapiaHTi BTiNEHHA opanbHa KomMno3uuis BknMoyae npubnuaHo 90-250 mr 9-[(2,2-
AVMETUNNPONInamiHo)-MeTun]-MiHOUUKNiHy abo noro corni.

Hanpuknag, opanbHa komno3uuis € y dopMmi Tabnetku, sika mMicTuTb nNpubnuaHo 125-140 mr 9-
[(2,2-gumeTnnnponinamiHo)-mMeTum]-MiHOUMKNiHY, To3unaTHOoi coni; npubnuaHo 90-110 mr nakTosu;
npnbnuaHo 200-220 Mr MikpoKpucTanivyHoi uentonosun; npnénusHo 0,75-1,5 mr Gicynbdity HaTpito;
npnbnuaHo 20-30 Mr KpocnoigoHy; nNpubnuaHo 2-3 Mr giokcuay KpeMHito; npudnunsHo 20-30 mr
cTeapaTy MarHito; npubnusHo 4,5-5,5 mr Tanbky Ta npmdnmsHo 20-40 mr OPADRY® AMB Red.

BuHaxin TakoX CTOCyeTbCA  oOpanbHOi  koMmnosuuii  9-[(2,2-aMmeTunnponinamiHo)-mMeTun]-
MiHOUMKNiHY abo noro coni, MPUCYTHBLOrO Y KinbkocTi MoHaa 10 % mac. 3 po3paxyHKy Ha 3aranbHy
mMacy komno3auuii. NMpuknagom € TabneTka, sika Mae 3aranbHy macy npnoénuaHo 500 mr.

BuHaxin Takox CTOCyeTbCA  MnpecoBaHOi [o30BaHOI  dopmu, dka mictute  9-[(2,2-
AVMETUNNPONINamMiHO)-MeTUN]-MiHOUUKNIH abo MOoro cinb Ta MpuHaWMHIi oavH dapmaueBTUYHO
NPUUHATHUIA  po3pigkyBad, ge 9-[(2,2-gumeTunnponinamiHo)-meTun]-miHoumkniH abo woro cinb
NPUCYTHIK Yy KinbkocTi noHag 20 % mac. 3 po3paxyHKy Ha 3aranbHy macy npecoBaHoOi TBepaoi
[o30BaHoi ¢hopmn. Hanpuknag, npecoBaHa TBepaa [o3oBaHa dopma sABnsge coboro TabneTky i3
3aranbHO Macoto npmbnmnaHo 500 mr.

BuHaxig TakoX CTOCYETbCA 3acToCyBaHHA Komno3uuii 9-[(2,2-aMmeTunnponinamiHo)-mMeTun]-
MiHOUMKMiHY abo Moro coni, SIK TyT onucaHo, Y BUPOOHULTBI MeAMKaMeHTy ANns NiKkyBaHHA iHdekuii y
cyb'ekTa.

KopoTkuin onuc KkpecneHb

dirypa 1 nokasye BIiACOTOK YACTUHOK, $Ki YTPUMYKOTbCA CUTaMu pPIi3HOro po3Mipy, nepen
rpaHyntoBaHHSAM.

dirypa 2 nokasye BIiOCOTOK YaCTUHOK, SKi YTPUMYIOTbCS CUTaMu pPi3HOro po3Mipy micnsd
rpaHynoBaHHS.

[oknagHuin onnc BuHaxoay

BuHaxig cTocyeTbCs, NpUHaNMHI YaCTKOBO, KOMMO3WLIii A4S OparnbHOro NpuMnomy Ta iH'ekuin, ska
MiCTUTb 9-aMiHOMEeTUN TeTpauukniHOBY Crnomnyky, Hanpuknag 9-[(2,2-aMmeTunnponinamiHo)-meTun]-
MiHOUMKNIH abo Koro cinb. BcTaHOBMEHO, WO KOMMO3WULIT 3rigHO 3 BMHAxXo4OM € KOPUCHUMM Yy
nikyBaHHi 6akTepianbHNUX iHEKUin y cyD'ekTiB, TakMX SK MOAMW.

TepmiH ,9-amiHOMeTVN TeTpauumkniHoBa crnonyka" BKMOYAE CMOMNYKM 3 YOTUPbOX-KiMbLEBO
CMonykow, nofibHi OO CTPyKTypyM TeTpauukniHy Ta WOro aHanoris (Hanpuknag, MiHOUMKITHY,
CaHUMKIiHY, OOKCULMKNIHY, METaUMKNiHy Ta iH.), 3aMilleHnx B 9 nosuuii aMiHOMETUIIbHO rpymnoto
(Hanpuknag, -CH,-NR'R, ge koxeH R" Ta R aBnsitoTb cobO BOAEHb, arnkin, arnkeHin, ankiHin,
LMKIoarnkin, apwn, ankin, npuegHaHun Ans yTBOPEHHS Kinbud Ta iH.). Kpawe, konu TeTpaumkniiHoBa
cnonyka siBnsie coboto 9-[(2,2-gumeTmnnponinamMiHo)-MeTun]-miHouuknid abo noro cinb. Ctpyktypa 9-
[(2,2-gumeTunnponinamiHo)-meTun]-MiHOLMKIIHY € TaKoto:
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B iHwomy BapiaHTi BTineHHsa 9-[(2,2-gumeTmnnponinamMiHo)-MeTun]-MiHOLMKIIH BBOASATL OpanbHUM
wnaxom y dopmi BifibHOT OCHOBM abo TO3MMATHOI COJi UM BBOAATH LUNSAXOM iH'eKUii y dpopMi BinbHOI
OCHOBM.

B iHWoMYy BapiaHTi BTiNlEHHS onmcaHi KoMno3uuii BBOAATb MaLieHTy, KM NoTpebye NikyBaHHS
Komnosuuiamu. Hanpuknag, nauieHTn, siki noTpeOytoTb MNiKyBaHHS, BKIOYATb TUX, SKi MaroThb,
Nigo3pHoI0Th Ha KOHTaKTyBaHHS abo MaloTb pU3MK KOHTaKTyBaHHA abo mManu B MUHYNOMY iHdekuito,
Taky sik 6akTepianbHa iHdeKLUis.

Ak BukopucTaHo TyT, TepMiH "nauieHT" (Takox "cyB'ekt") Bknioyae Oydb-AKy TBapuHy, ska
notpebye nikyBaHHA gaHuMu cronykamu. [puknagu BKNIOYaKTb CiflbCbKOrOCMOAAPCHKUX TBapWH,
Takux sIKk KOPOBW, BiBL,i, KO3W Ta iH. Ta NoJeNn.

Ak BUKOpUCTaHO TYT, TEPMIH ,Apouec fnikyBaHHA" abo ,fikyBaHHA" CTOCYETLCS MONINWEHHS CTaHy,
niksigauis abo nocnabneHHa ogHoro ym Ginblie cUMNTOMIB po3nagy, Hanpuknazg, GakrepianbHOI
iHgbeKLUii, Ky NikyloTb. Y OesKMX BapiaHTax BTIMEHHSA pos3nag BKNoYae nikeigauito abo 3HULLEHHS
3HaAYHOI YacTuMHKU BakTepil, acouinoBaHuX 3 iHeKUieto, Ky NiKyloTb. Y OesKUX BUNagkax KOMMo3uLito
3rigHO 3 BUHAxX04oM, BBOASTb Nepen iHikyBaHHAM, TOOTO sik NpodinakTuyHe nikyBaHHS.

Y pesiknx BapiaHTax BTiNEHHS iHdekuia Moxe SBNATM cobolo iHeKuilo, BUKMMKaHY rpam-
nosMTMBHUMKU natoreHamu (Hanpuknag, Staphylococcus aureus (MSSA), Staphylococcus aureus
(MRSA), Enterococcus faecalis, Enterococcus faecium, Enterococcus faecium (VRE), Streptococcus
pneumoniae, Streptococcus pneumoniae (PRSP), Streptococcus pyogenes, Streptococcus agalactiae
Ta iH.), rpam-HeraTuBHUMKM natoreHammn (Hanpwuknag, Haemophilus influenzae, Moraxella catarrhalis,
Neisseria gonorrhoeae, Escherichia coli, Shigella spp., Salmonella spp., Klebsiella pneumoniae,
Enterobacter aerogenes, Enterobacter cloacae, Serratia marcescens, Acinetobacter baumannii,
Stenotrophomanas maltophiliz, etc.), aHaepobHi natoreHn (Hanpuknag, Bacteroides fragilis,
Clostridium perfringers Ta iH.) i/fabo atunosi natoreHu (Hanpuknag, Chlamydis pneumomoniae,
Legionella pneumomoniae Ta iH.).

Komnosuuis opanbHoi TabneTku

B ogHoMy BapiaHTi BTiNeHHS BWHaXxig CTOCYETbCS, NPUHAMMHI 4acTKOBO, onanbHOI KoMno3uuii 9-
amMmiHoOMeTun TeTpauuMKniHOBOi crnonyku abo i coni y dopmi TabneTkn. Kpawe, konn 9-amiHomeTun
TeTpauuMKniHOBa cronyka siBnsge coboto 9-[(2,2-anmeTmnnponinamMiHo)-MeTun]-MiHOLMKIIH i Cinb ABNsiE
co00t0 To3unaTHy Cineb.

B iHWOMY BapiaHTi BTiNEHHA KOMMO3uuis MICTUTb Big NpnbnusHo 5 % po npubnusHo 40 %, Big
npmbnmaHo 10 % go npubnusHo 30 %, Big npnbnusHo 10 % ao npnbnusHo 27 %, Big NpmbnuaHo 12 %
Ao npnbnusHo 25 %, Big npubnusHo 13 % po npnbnusHo 25 %, Big npubnusHo 14 % Ao npnbnmsHo
25 %, Big npmnbnusHo 15 % po npubnusHo 24 %, Big npubnusHo 16 % po npubnusHo 24 %, Big
npmbnmaHo 16 % o npubnusHo 23 %, Big npnbnusHo 16 % ao npnbnmsHo 22 %, Big NpmbnmaHo 18 %
0o npubnusHo 22 %, Big npubnmsHo 19 % po npmbnmsHo 21 %, abo npmbnusHo 20,0 % mac.
aKTMBHOrO iHrpefieHTa, Hanpuknag, 9-[(2,2-gumeTunnponinamiHo)-mMeTun]-miHOUUKNiHY y  opMi
BiflbHOi OCHOBM.

B iHWoOMY BapiaHTi BTifEHHsI KOMMO3WLis MIicTUTb Big npnbnusHo 50 % po npubnusHo 90 %
pospigKyBaya akTMBHOro iHrpegieHTa. [lpuknagum Takux pospifKyBaudiB BKMNIOYaKTb, ane He
oOMeXyr4umMcb UMM, nakTo3dy Ta MikpokpucTaniyHy uentono3dy. B iHwomy BapiaHTi BTinNeHHs
Komnosuuia Mictutb Big npnbnusHo 10 % ao npmnbnusHo 60 %, Bia npmbnusHo 10 % go npubnmsHo
30 %, Big npubnusHo 11 % go npmbnusHo 29 %, Big npmbnusHo 12 % go npmbnusHo 28 %, Big
npnbnmaHo 13 % o npubnusHo 27 %, Big npnbnusHo 14 % go npnbnmsHo 26 %, Big NpmbnmaHo 15 %
00 npubnusHo 25 %, Big npubnuaHo 16 % o npndnusHo 24 %, Big npubnmsHo 17 % [o npubnuaHo
23 %, Big npubnuaHo 18 % po npubnusHo 22 %, Big npubnuaHo 19 % [o npubnusHo 22 %,
npnbnmaHo 20 %, abo npnbnusHo 22 % abo kpaile — npmbnuaHo 21,5 % nakrosu.

B iHwWomy BapiaHTi BTiNEHHs koMno3uuisa MicTuTb Big npubnuaHo 10 % o npubnusHo 50 %, Bia
npu6nnsHo 30 % go npubnunsHo 50 %, Big npubnmnsHo 31 % o npubnmsHo 49 %, Big npudnunaHo 32 %
0o npubnusHo 48 %, Big npubnuaHo 33 % fo npubnusHo 47 %, Bia npubnusHo 34 % [o npubnuaHo
46 %, Big npubnusHo 35 % po npubnuaHo 45 %, Big nNpubnusHo 36 % no npubnusHo 44 %, Bia
npu6nnsHo 37 % no npubnunsHo 43 %, Big npubnmnsHo 38 % o npubnmnsHo 42 %, Big npnbnunaHo 39 %
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0o npnbnusHo 41 %, Big npnbnunsHo 40 % no npmbnunsHo 41 %, abo kpaile - npndnusHo 40,4 % mac.
MIKpOKPUCTaniYHOI LLentonosu.

B iHWoOMy BapiaHTi BTiNeHHS KOMMNO3uLis MIiCTUTb cTabinisatop. Ctabinisatop Moxe Takox OyTu
aHTuokcnaaHTtom. [lpuknagm crtabinisatopiB BkovaTb OicynbgiT HaTpito. B ogHOoMy BapiaHTi
BTiNTEHHS KOMMO3uMLia MicTuTb Big npnbnuaHo 0,01 % go npubnumsHo 0,5 %, Big npmbnumsHo 0,02 % go
npnbnusHo 0,45 %, Big npubnuaHo 0,04 % po npubnusHo 0,4 %, Big npudnmusHo 0,05 % po
npnénusHo 0,35 %, Big npubnuaHo 0,10 % go npubnusHo 0,3 %, Big npudnmsHo 0,15 % po
npnénusHo 0,25 %, Big npubnusHo 0,16 % po npubnuaHo 0,24 %, Big npubnusHo 0,17 % pno
npnbnusHo 0,23 %, Big npubnusHo 0,18 % po npubnuaHo 0,22 %, Bia npubnusHo 0,19 % pno
npnbnusHo 0,21 %, abo npnbnusHo 0,2 % mac. bicynbdiTy HaTpito.

B iHLWIOMY BapiaHTi BTiNEHHA KOMMO3MLisi MICTUTb areHT, WO CNPUSE KOB3aHHIO, Takni SK diokeug,
KpemHito. B ogHomy BapiaHTi BTiNeHHs koMno3uuis MicTutb Big npnbnusvo 0,1 % Ao npubnusHo
2,0 %, Big npubnusHo 0,3 % po npnbnusHo 1,9 %, Big npubnmsHo 0,5 % po npubnusHo 1,5 %, Big
npnbnusHo 0,7 % ao npmbnusHo 1,4 %, Big npubnusHo 0,8 % go npubnusHo 1,2 %, abo npmubnmusHo
1,0 % mac. KonoigHoro AiokcMay KpeMHito.

B we ogHomy BapiaHTi BTiNIEHHA KOMMO3MUiS TaKoX MICTUTb 3MallyBad, TakMi 9K cTeapaTt MarHito
abo cTeapun oymapart HaTpito. B ogHoMy BapiaHTi BTiNEHHS KOMMNO3uMUia MICTUTL Big npubnmsHo 1 %
no npubnusHo 11 %, Big npnbnuaHo 2 % ao npuobnusHo 10 %, Big npubnunsHo 3 % go nNpubnuaHo
9 %, Big NnpndnnsHo 4 % [o npmdnunsHo 8 %, Big NpnMdnmsHo 4 % [o nNpubnusHo 7 %, Big NpuBIM3HO
4,5 % po npunbnuaHo 6 %, abo npubnusHo 5,0 % mac. cteapaty marHito abo cteapun dymaparty
HaTpito.

B we iHWoMy BapiaHTi BTINEHHS KOMNO3MLiS TAKOX MICTUTb AE3iHTerpaHT, TakMi SK KPOCNOBIAOH.

B ogHomy BapiaHTi BTiNeHHA komno3uuis mictuTe Big npmbnuaHo 0,5 % go npnbnusHo 10 %, Big
npmbnmaHo 1 % go npubnusHo 10 %, Big npnbnuaHo 2 % Ao npubnusHo 9 %, Big NnpmbnusHo 3 % Ao
npnbnmaHo 8 %, Big NpmbnuaHo 4 % o npnbnusHo 7 %, Big npnbnusHo 4 % ao npubnunsHo 6 %, abo
npnbnmaHo 5,0 % mac. KpocnoBsiaoHy.

B we iHWOMY BapiaHTi BTiNIEHHS KOMMO3ULisi MOXe TakoX MICTUTU OydepHUn areHT, Takui sk
nMMoHHa kucnoTa. Konm BOHa MpUCYTHA, NMMOHHA KWMCMOTa MOXEe 3HaxOAMTUChb Yy KiNbKOCTI Big
npunénusHo 0,9 % go npubnmsHo 2,0 %, Big npnbnuaHo 1,0 % ao npmudnusHo 1,9 %, Big NpubnM3HO
1,1 % po npubnusHo 1,8 %, Big npmdbnusHo 1,2 % ago npubnusHo 1,7 %, Big npubnusHo 1,3 % no
npmbnmaHo 1,6 %, Big npubnusHo 1,4 % po npndnmsHo 1,5 %, abo npubnusHo 1,44 % mac.

B we iHWoMy BapiaHTi BTiIfIEHHS KOMMO3MLiS MOXe TakKOX MICTUTM areHT NpOoTU 3MUMaHHA, Takui
AK TanbK. Konu BiH NPUCYTHIN, TanbK MOXe 3HaXOAUTUCH Y KiNbKOCTI Y BigcoTkax Big npubnusHo 0,1 %
Ao npnbnusHo 2,0 %, Big npmbnuaHo 0,2 % o npmbnuaHo 1,9 %, Big npubnusHo 0,3 % Ao npnbnunsHo
1,8 %, Big npnbnuaHo 0,4 % o npubnusHo 1,7 %, Big npubnusHo 0,4 % go npubnusHo 1,6 %, Bia
npmbnumaHo 0,5 % go npubnusHo 1,5 %, Big npubnusHo 0,6 % go npubnusHo 1,4 %, Big npubnusHo
0,7 % po npubnusHo 1,3 %, Big npmbnusHo 0,8 % go npubnusHo 1,2 %, Big npmbnusHo 0,9 % go
npubnmaHo 1,1 %, abo npnbnusHo 0,96 % mac.

Komnosauuis ona opanbHOro NpuUnoMy MOXe TakoX BKIHOYaTW MOKpUTTHA. Konmv BOHO NpPUCYTHE,
NMOKPUTTA MOXe HeoboB'sis3koBO sBMATU coboto Eudragit E100 i mMoxe HeOOOB'A3kOBO BKIoYaTU
CNifoBY KinbKiCTb po3unHHMKA (NnepeBaxHO MeHLW Hix 0,1 % eTtaHony). B ogHomy BapiaHTi BTifEHHS
KOMMo3uuis MicTUTb Big npubnusHo 1 % Ao npubnuaHo 8 %, Big NpmMbnmaHo 2 % 0o npubnusHo 7 %,
Big npubnusHo 2 % fo npnbnusHo 6 %, Big npubnusHo 2 % Ao npubnusHo 5 %, Big NpmbnuaHo 3 %
00 npnbnmsHo 4 %, abo npubnusHo 3,4 % mac. Eudragit E100.

Komnoswuuis gns opanbHOro MpuMrUOMYy MOXE TaKOX BKIIYATU MOKPUBHMIA OapBHUK, TakuUn SK
OPADRY® AMB Red. B OAHOMY BapiaHTi BTINEHHs KOMMO3WLis MIiCTUTb Big npubnm3Ho 1 % go
npnbnusHo 8 %, Big NpnbnusHo 2 % [o npnbnusHo 7 %, Big NnpnbnusHo 2 % [o npnbnusHo 6 %, Big
npnbnusHo 2 % no npubnusHo 5 %, Big NnpnbnusHo 3 % [o npubnmaHo 4 %, abo npmbnmsHo 3,85 %
mac. OPADRY® AMB Red.

B iHWOMY BapiaHTi BTiNEeHHs1 BUHaxXif CToCcyeTbCs TabneTtku, sika MicTUThb Big NnpubnmaHo 190 mr oo
npubnusHo 205 Mr  9-amiHomeTun TETpPauuKniHOBOI  CMOMyKM, Hanpuknag 9-[(2,2-
AVMETUNNPONINamMiHo)-MeTUN]-MiHOUUKNiHY, To3wnaTtHoi coni. Kpauwie, konu TabneTka MICTUTb
npmbnmaHo 201,6 Mr 9-[(2,2-gumeTmnnponinamMiHo)-mMeTun]-MiHOLMKNIHY, To3unaTHoi coni (To6To 150
Mr 9-[(2,2-anmeTnnnponinamiHo)-mMeTun]-MiHOUMKMiHY Ta 51,6 Mr TO3UNaTHOro NPOTUIOHY.

B we iHwomy BapiaHTi BTineHHsA Tabnetka micTutb Big NpmbnuaHo 140 mr go npubnusHo 180 wr,
Big npubnmsHo 145 mr go npubnusHo 175 wmr, Big npubnusHo 150 mr go npubnmsHo 170 wmr, Big
npunbnuaHo 155 mr go npubnmaHo 165 mr, ado npmbnmsHo 161,1 Mr po3pimpKkyBada Takoro sk fiakrosa.

B iHLWIOMY BapiaHTi BTiNleHHSA TabneTtka MiCTUTb Big npubnuaHo 290 mr go npubnumaHo 315 wmr, Big
npubnuaHo 295 mr go npubnuaHo 310 wmr, Big npubnmsHo 295 mr go npubnusHo 305 wr, Big
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npnénusHo 300 mr go npubnusHo 305 mr, abo npubnmsHo 303,3 Mr iHWOro po3pigxysaya,
Hanpuvknaz, MiKpoKpUCTanivyHoi Lenonosu.

Komnosuuis tTabnetkm Moxe Takox gogaTKoBO MiCTUTK ctabinizatop. Crabinisatop moxe 6yTu
OicynbdiToM HaTPIlO, SIKM TaKOX € aHTMOKCUMOAHTOM. B ogHOMY BapiaHTi BTiNTEHHSA KOMMNO3MLIS MICTUTb
Big npmndnunsHo 0,1 Mr go npubnuaHo 2 mr, Big NnpndnuaHo 0,2 Mr o NpubnmMsHo 2 Mr, Big NpubnIn3Ho
0,3 mr go npmbnusHo 2 wmr, Big npubnusHo 0,4 mMr oo npubnusHo 2 mr, Big npudnmsHo 0,5 mr go
npubnusHo 1,9 mr, Big npmbnmsHo 0,6 mr go npnbénusHo 1,8 mr, Big NpMbnmsHo 0,7 Mr 4o NpMbM3HO
1,7 wmr, Big npu6nmsHo 0,8 mr go npubnumsHo 1,6 mr, Big npmbnmsHo 0,9 mr oo npmbnusHo 1,5 mr, Big
npnbnusHo 1,0 mr go npmubnusHo 1,5 mr, Big npnbnuaHo 1,0 mr oo npmubnmsHo 2,0 mr, Big NpubnNn3HO
1,1 mr go npubnusno 1,9 wmr, Big npubnmsHo 1,2 mr go npnbnusHo 1,8 wmr, Big npmbnusHo 1,3 Mr go
npnbnusHo 1,7 wmr, Big npmbnusHo 1,4 mr go npubnusHo 1,6 mr abo npubnmaHo 1,5 mr Bicynbdity
HaTpilo Ha TabneTky.

B we iHWoOMy BapiaHTi BTineHHsa Tabnetka MicTuTb Big npubnusHo 10 mr go npmbnusHo 100 wr,
Big npu6bnmaHo 20 mr go npmbnusHo 80 mr, Big NnpnbnusHo 30 mr go npnbnusHo 60 mr, Big NpnbNN3HO
30 mr go npubnusHo 50 wmr, Big npnbnuaHo 35 mr oo npubnusHo 45 wmr, Big npubnuaHo 35 mr go
npunbnuaHo 40 mr abo npnbnuaHo 37,5 Mr aesiHTerpaHTa, Hanpuknag, KpOCrnoBiAOHY.

B we iHwWomy BapiaHTi BTiNeHHst TabneTtka MICTUTb areHT, WO CMNpUSiE KOB3aHHIO, Hanpuknag
KonoigHwun giokcng KpemHito. TabneTtka mMoxe MicTutu Big npnbnuaHo 1,0 mr go npnbnuaHo 12,0 wmr,
Big npubnuaHo 2,0 mr go npubnusHo 11,0 mr, Big npubnusHo 3,0 mr go npubnusHo 10,0 mr, Big
npunénusHo 4,0 mr go npménmsHo 9,0 mr, Big npnbnuaHo 5,0 mr oo npménmsHo 8,0 mr, Big NPUBNU3HO
6,0 mr go npubnusHo 8,0 mr, Big npnbnuaHo 7,0 mr go npubnusHo 8,0 mr abo npubnusHo 7,5 mr
areHTa, WO Crpusie KOB3aHHIO, TAKOro K KONMOIOHUIN OiOKCUA KPEMHILO.

B we iHWoOMy BapiaHTi BTineHHsa Tabnetka MicTuTb Big npmbnusHo 10 mr go npmbnusHo 110 wr,
Big NpmbnmaHo 20 mr go npmbnuaHo 90 mr, Big NnpnbnmaHo 25 mr 4o npmbnmaHo 70 mr, Big NnpnbnmsHo
30 mr go npubnuaHo 50 wr, Big npubnuaHo 35 mr go npubnusHo 40 mr, abo npubnusHo 37,5 mr
3MallyBava, Hanpuknag, cteapaty MarHito abo cteapun doymaparty HaTpito.

B we iHwWoMmy BapiaHTi BTiNEHHs TabneTka MoXe MICTUTU OydepHUin areHT, Takuin SK JIMMOHHY
KMCNOTY, Xo4a MOXYTb BMKOPUCTOBYBATMCb i iHWI kMcnoTu. Konu BiH nNpuCyTHIN, GydepHuin areHT
MoXe ByTu MPUCYTHIM Yy KinbKocTi Big NnpubnmaHo 10 mr go npnbnusHo 20 mr, Big npubnusHo 11 mr go
npnbnusHo 19 mr, Big NpudnnaHo 12 mr go npubnusHo 18 mr, Big npubnuaHo 13 mr go npnbnusHo 17
Mr, Big npubnunsHo 14 mr go npubnusHo 16 mr abo npubnusHo 15 mr 6ycepHoro areHTa, Hanpuknag,
NIMMOHHOI KNCMOTW.

TabneTtka MOXe TakoX MICTUTU areHT NPOTW 3nunaHHA ANnd 3anobiraHHs 3nunaHHi TabneTtok. B
OQHOMY BapiaHTi BTIMEHHA areHT NpoTM 3nunaHHA aBnse cobow Tanbk. Konwn BiH MpuUCYTHIN,
KOMMo3uuig MIiCTUTb Big npmbnuaHo 1 mr go npubnusHo 20 mr, Big NnpmbnmaHo 2 mr 4o npnbnunsHo 19
Mr, Big npubnmsHo 3 mr go npubnusHo 18 wmr, Big NpubnmusHo 4 mr go npubnusHo 17 wmr, Big
npnbnusHo 5 mr 0o npmubnmsHo 16 wmr, Big npnbnuaHo 6 mMr oo npmubnusHo 15 wmr, Big NPUGNU3HO 7 Mr
A0 nNpnbnunsHo 14 mr, Big NnpnbnnsHo 8 mMr Ao npudnmnsHo 13 mr, Big NpMbnnsHo 9 Mr 4o NpmMbnmsHo 12
Mmr, Big npnbnuaHo 9 mr go npubnmaHo 11 mr abo npubnm3Ho 10 Mr areHTa, Lo 3anobirae 3nMnaHHto,
Hanpuknag, Taneka Ha TabneTky.

B we ogHomy BapiaHTi BTiNEeHHst Tabnetka MOXe MICTUTM MOKPUBHUA KOMMOHEHT. puknagm
NMOKPMBHNX KOMMOHEHTIB BKIOYAlOTb OapBHWKM Ta MOKPUBHI noniMepu. KoHKpeTHi npuknagn
BKMtoyatoTb OPADRY® AMB Red Ta Eudragit E100.

B we iHwomy BapiaHTi BTiNeHHs Tabnetka MOXe MICTUTM MNOKPUBHUA OapBHUK, TakuhA $K
OPADRY® AMB Red, xoua MOXYTb BUKOPUCTOBYBATMUCH i iHWi GapBHUKW. TabneTka Moxe MiCTUTK Big
npnbnusHo 10 mr go npubnmsHo 50 wmr, abo Big NpnonusHo 15 mMr go npubnuaHo 45 wmr, abo Big
npnénuaHo 20 mr go npubnuaHo 40 mr, abo Big npubnusHo 25 mMr go npubnusHo 35 wmr, abo
npmbnmaHo 30 mr 6apsBHMKa.

MokpuTTs Moxe ByTM HaHeceHe Ha TabneTKy i3 3aCTOCYBaHHSIM PO34YMHHMKA, TAKOro sk eTaHoI.
Komnosuuis moxe MIiCTUTM cnifgoBi KinbkicTb eTaHony. B goaatkoBomy BapiaHTi BTiNEHHS MOKPUTTS
Bkrtovae Eudragit E100. Eudragit E100 Mmoxe 6yTu npucyTHIM y KinbkocTi Big npnbnusHo 10 mr go
npunbnusHo 90 mr, Biga NnpudnunaHo 20 mr go npudnusHo 80 mr, Big npubnuaHo 30 mr ao npnbnusHo 70
mr, Big npubnusHo 30 mr go npubnusHo 60 mr, Big npubnuaHo 30 mr oo npubnuaHo 50 Mr abo
npm6nmaHo 40 mr Ha TabneTky.

B nopgaTtkoBOMy BapiaHTi BTiNIEHHSI KOMMNO3UList MICTUTb Big NpubnuaHo 15 % go npmbnmsHo 30 %,
Big NnpnbnusHo 16 % [o npmbnusHo 28 %, Big npnbnuaHo 18 % no npubnuaHo 25 %, Big NpubIM3HO
19 % go npubnuaHo 22 %, Big npubnusHo 19,5 % go npmbnuauo 21,5 % abo npubnmaHo 20 % mac.
aKTUBHOTO iHrpegieHTa, Hanpuknag, 9-[(2,2-aMmeTunnponinamiHo)-MeTU]-MiHOLUMKITIHY, TO3UnaTHOI
coni.
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B nogatkoBomy BapiaHTi BTiNEHHS KOMNO3ULis MICTUTb Big npubnuaHo 50 % o npubnusHo 90 %
pospigKyBaya akTMBHOro iHrpegieHTa. [lpuknagum Takux po3pifKyBadiB BKMNOYAKOTb, ane He
oOMeXyluncb UMM, fakTo3y Ta MIiKpoKpucTaniyHy uentonody. B gogaTkoBomy BapiaHTi BTiNEHHS
Komnosuuia mMictute Big npnbnusHo 10 % ao npmnbnusHo 60 %, Big npmdnmnsHo 10 % go npubnmsHo
30 %, Big npubnusHo 11 % go npmbnusHo 29 %, Big npubnusHo 12 % go npmbnusHo 28 %, Big
nNpn6nmaHo 13 % o npubnusHo 27 %, Big npnbnusHo 14 % go npnbnmaHo 26 %, Big NpmbnuaHo 15 %
00 npubnumsHo 25 %, Big npnbnuaHo 16 % o npudnusHo 24 %, Big nNpubnmsHo 17 % go npubnuaHo
23 %, Big npmnbnusHo 18 % po npubnusHo 22 %, Big npubnunsHo 19 % po npubnusHo 22 %, Big
npnbnusHo 19,5 % ao npmbnmsHo 21,5 %, abo kpawte — npubnuaHo 20 % nakTosu.

B iHWoOMy popaTtkoBOMY BapiaHTi BTIMEHHA KOMMO3uuia MIiCTUTb Big npubnusHo 30 % Ao
npnbnusHo 50 %, Big npmbnusHo 31 % po npubnuaHo 50 %, Big npnbnusHo 32 % [0 NpuMbnU3HO
49 %, Big npubnusHo 33 % po npubnusHo 48 %, Big npmbnusHo 34 % po npubnusHo 47 %, Big
npu6nnsHo 35 % no npubnnsHo 46 %, Big npubnmnsHo 36 % ao npubnmnsHo 45 %, Big npudnunaHo 37 %
0o npubnusHo 44 %, Big npubnuaHo 38 % po npnbnusHo 43 %, Bia npubnuaHo 39 % [o npubnuaHo
42 %, Big npubnuaHo 40 % po npubnusHo 42 %, abo kpawe - npubnusHo 41,74 % mac.
MiKPOKpUCTani4yHOI LLentonosu.

B iHWOMY gogaTkoBOMY BapiaHTi BTiNEHHst KOMMNO3uuis MicTUTb ctabinizatop. Ctabinizatop Moxe
TakoXx OyTn aHTuokcmpaHtoMm. lMpuknagm crtabinizatopiB BkMoYaloTh bGicynbdiT HaTtpito. B ogHomy
BapiaHTi BTINNEHHA KOoMMNo3uuia MicTuTb Big npmnbnusHo 0,01 % go npubnusHo 0,5 %, Big npubnmsHo
0,02 % po npnbnusHo 0,45 %, Big npnénusHo 0,04 % po npnbnusHo 0,4 %, Big npubnuaHo 0,05 % go
npménumaHo 0,35 %, Big npubnusHo 0,10 % po npwbnusHo 0,3 %, Big npubnusHo 0,15 % go
npménuaHo 0,25 %, Big npubnuaHo 0,16 % po npubnusHo 0,24 %, Big npubnusHo 0,17 % go
npménusHo 0,23 %, Big npubnuaHo 0,18 % po npubnusHo 0,22 %, Big npubnmsHo 0,19 % go
npnénusHo 0,21 %, abo npmdnumsHo 0,2 % mac. bicynbdiTy HaTpito

B iHwomy gopaTkoBOMY BapiaHTi BTIMEHHSA KOMMO3WLUIA MICTUTb areHT, WO CNpUSE KOB3aHHIO,
Takui Ik giokena kpemHito. B ogHomy BapiaHTi BTineHHst komno3uuis MictuTb Big npnbnusHo 0,1 % go
npnbnuaHo 1,5 %, Big npnbnusHo 0,2 % po npubnusHo 1,0 %, Big npmnbnuaHo 0,3 % go npubnusHo
0,8 %, Big npnbnusHo 0,4 % go npmbnusHo 0,6 % abo npnbnusHo 0,5 % mac. konoigHoro giokcuay
KpeMHito.

B e iHWoMy fooaTKOBOMY BapiaHTi BTINTIEHHA KOMNO3WULiS MICTUTb 3MalllyBad, Takun Sk cteapaT
MarHito. B ogHOMy BapiaHTi BTiNEHHA KOMMO3WLia MIiCTUTb Big npubnuaHo 1 % o npmbnuaHo 11 %,
Big npnbnuaHo 2 % ago npubnusHo 10 %, Big npubnusHo 3 % o npmbnuaHo 9 %, Big npnbnusHo 4 %
Ao npubnusHo 8 %, Big NpmbnunaHo 4 % go npubnusHo 7 %, Big NnpmbnuaHo 4,5 % ao npnbnusHo 6 %,
abo npubnusHo 5,0 % mac. cteapaTty marHito.

B we iHWOMY foAaTKOBOMY BapiaHTi BTiNEHHS KOMMO3ULIS TakoX MICTUTb Ae3iHTerpaHT, Takum sk
KpocnosigoH. B ogHoMy BapiaHTi BTineHHs komnoauuig Mictutb Big npnbnusHo 0,5 % Ao npnbnunsHo
10 %, Big npubnmaHo 1 % go npmbnuaHo 10 %, Big npubnusHo 2 % po npubnusHo 9 %, BiA
npuébnusHo 3 % po npnbnusHo 8 %, Big NpnbnuaHo 4 % o npubnusHo 7 %, Big NpnbnusHo 4 % Oo
nNpnbnmaHo 6 %, abo npubnusHo 5,0 % mac. KpoCcMnoBiOOHY.

B we iHWoMy gooaTKoBOMY BapiaHTi BTINEHHS KOMMO3WULUiS TakoX MOXe MICTUTU areHT npoTu
3MMNaHHS, TakMn gK Tanbk. Konu BiH NPUCYTHIN, Tanbk MOXe 3HaXOAUTUCH Y KiNbKOCTI y BiCcOTKax Bif
npunénusHo 0,1 % go npubnmsHo 2,0 %, Big npnbnuaHo 0,2 % ao npudnusHo 1,9 %, Bio NpuGNM3HO
0,3 % po npubnusHo 1,8 %, Big npubnuaHo 0,4 % po npnbnusHo 1,7 %, Big npudnusHo 0,4 % po
npnbnusHo 1,6 %, Big npmbnmsHo 0,5 % po npubnuaHo 1,5 %, Big npndnusHo 0,6 % [O NpMGIM3HO
1,4 %, Big npnbnusHo 0,7 % po npmbnmsHo 1,3 %, Big npubnuaHo 0,8 % [o npmubnusHo 1,2 %, BiA
npunbnusHo 0,9 % no npmdnusHo 1,1 % abo npubnmaHo 1,00 % mac.

B iHwomy popaTtkoBOMy BapiaHTi BTINIEHHS BUHaxig CTOCyeTbCA Tabnetku, sika MiCTUTb Big
npnbnmaHo 70 mr go npubnusHo 200 wmr, Big npubnuaHo 80 mr go npmnbnusHo 180 wmr, Big npnbnnsHo
90 mr ao npmbnumsHo 160 mr, Big npnbnmaHo 100 Mr go npubnmsHo 140 mr, abo Big npubnmMaHo 120 mr
[0 npubnuaHo 135 mr 9-[(2,2-gMmeTunnponinamiHo)-meTun]-MiHoUMKIiHy, To3unaTtHoi coni. Kpaue,
Konu TabneTtka MicTUTb npubnuaHo 132,8 wmr 9-[(2,2-gumeTnnnponinamiHo)-mMeTuI]-MiHOLMKIIHY,
TO3UNaTHOI Coni.

B iHWoOMy foaaTkoBOMY BapiaHTi BTiNeHHs TabneTka mictuthb Big npubnusHo 50 mr go npnbnmnsHo
150 wr, Big npnbnusHo 60 mr oo npuobnusHo 140 mr, Big NnpmdnmaHo 70 mr go npubnusHo 130 wmr, Big
npmbnmaHo 80 mr go npubnusHo 120 wr, Big npubnusHo 90 mr go npubnusHo 110 mr, abo npnbnunsHo
100 mr pospigKyBaya Takoro sk flaktosa.

B iHWoOMy [pogaTKoBOMY BapiaHTi BTiNEHHA Tabnetka Mictutb Big npubnusHo 150 mr po
npnbnuaHo 250 wmr, Big npubnm3Ho 170 mr go npubnusHo 230 wr, Big npubnusHo 180 mr go
npunbnusHo 220 wmr, Big npnbnuaHo 190 mr go npnoénusHo 210 mr, abo npmbnmsHo 208,70 Mr iHWOoro
po3pigKyBaya, Hanpuknag, MiKpoKpUCTanivyHol LLentosiosu.



10

15

20

25

30

35

40

45

50

55

UA 109627 C2

Komnosuuis Tabnetkn moxe Takox AoAaTkoBo MicTUTU cTtabinizatop. Ctabinisatop Moxe ABNSATU
coboto BicynbmiT HaTpilo, AKUMN TakoxX Moxe TakoxX 6yTu i aHTuokcugaHTom. B ogHomy BapiaHTi
BTI[TEHHS KOMMO3uMUis MicTUTb Big npnbnusHo 0,1 mr go npmbnusHo 2 mr, Big npnbnusHo 0,2 mr o
npnbnusHo 1,9 wmr, Big npmdnmsHo 0,3 mr go npnbnuaHo 1,8 mr, Big NpmdnmnsHo 0,4 mr 4o NpuBNN3HO
1,7 wmr, Big npubnmsHo 0,5 mr oo npmbnmsHo 1,6 mr, Big npndnusHo 0,6 mMr oo npmudnusHo 1,5 mr, Big
npnbnusHo 0,7 mr go npubnusHo 1,4 wmr, Big npnénusHo 0,8 mr oo npmubnmsHo 1,3 mr, Big NPUGNM3HO
0,9 mr go npubnuaHo 1,2 mr, Big npnénusHo 0,95 mr go npmdnmsHo 1,1 mr, abo npubnuaHo 1,0 mr
Mac. bicynbdiTy HaTpito Ha TabneTky.

B we iHWoOMy pogaTkoBOMY BapiaHTi BTiNEHHA Tabnetka MiCTuTb Big npubnusHo 5 mr go
npnbnusHo 80 wmr, Big NnpubnnsHo 10 mr 4o npubnusHo 60 mr, Big npubnuaHo 15 mr go npnbnusHo 40
Mr, Big npubnusHo 18 mr oo npmbnuaHo 35 wmr, Big npmbnuaHo 20 mr go npubnusHo 30 wmr, Big
npubnusHo 22 mr go npubnusHo 28 mr abo npubnuaHo 25,0 Mr AesiHTerpaHTa, Hanpuknag,
KpOCNOBIAOHY.

B we iHwWoMy gogaTkoBOMY BapiaHTi BTiNEHHA TabneTka MICTUTb areHT, Lo CNpUSE KOB3aHHIO,
HanpuKnag KonoigHum pgiokcug KpemHito. Tabnetka Moxe Mictutu Big npubnmsHo 0,5 mr go
npunbnuaHo 10,0 mr, Big npnénusHo 0,7 mr go npnénusHo 8,0 mr, Big npnbénusHo 1,0 mr 4o NpnbnusHo
6,0 wmr, Big npnbnuaHo 1,3 mr go npubnuaHo 4,0 mr, Big npubnuaHo 1,8 mr oo npubnuaHo 3,0 wmr, BiA
npnbnuaHo 2,1 mr go npmbnmsHo 2,8 mr, Big npubnuaHo 2,4 Mr Ao npudnmnsHo 2,6 mr, abo npnbnunaHo
2,5 Mr areHTa, WO Crnpusie KOB3aHHIO, TAKOro siK KOSTOIAHUIA OiOKCUA, KPEMHIIO.

B we iHWoOMYy gogaTKOBOMY BapiaHTi BTiNeHHS Tabnetka MiCTUTb Big npubnmsHo 5 Mmr go
npnbnmaHo 80 wmr, Big npubnusHo 10 mr go npnbnusHo 60 wmr, Big NpubnmaHo 15 mr go npubnusHo 40
mr, Big npubnuaHo 18 mr go npubnumaHo 35 wr, Big npubnusHo 20 mr go npubnusHo 30 wr, Big
nNpmbnmaHo 22 mr go npubnusHo 28 mr, abo npnbnusHo 25,0 mr mac. 3amallyBaya, Takoro sk creapat
MarHito.

Tabnetka MOXe TakoX MICTUTU areHT NPOTW 3nuNaHHA ANnd 3anobiraHHs 3nunaHHio TabneTtok. B
O[HOMY BapiaHTi BTIIEHHS1 areHT NPOTWU 3NuNaHHsA sBnsie coboto Tanbk. Komnosuuia MicTuTb Big
npnbnuaHo 1 mr go npubnuaHo 10 wmr, Big npubnuaHo 1,5 mr go npnbnuaHo 9 mr, Big npnénusHo 2,0
Mr Oo npubnusHo 8 wmr, Big npubnuaHo 2,5 mr go npubnuaHo 7 wmr, Big npnbnusHo 3,0 Mr go
npubnusHo 6 mr, Big npnénusHo 3,5 mMr oo npmbnmsHo 5,8 mr, Big npubnmaHo 4,0 mMr 4o NpuGNU3HO
5,6 wr, Big npubnuaHo 4,5 mr go npubnusHo 5,4 wmr, Big npubnuaHo 4,8 mMr oo npubnmsHo 5,3 mr, Big
npubnusHo 4,9 mr go npubnmsHo 5,1 mr abo npubnusHo 5 Mr areHTa, WO 3anobirae 3nMnaHHto,
Hanpuknag, Tanbka Ha TabneTky.

Kpalue, konu Taki KOMMOHEHTM AK PO3pigKyBad, ctabinisatop, AE3iHTErpaHT, areHT, WO crnpuse
KOB3aHHI0 Ta 3mallyBay TakoX MoxHa 6yno 6 BigHecTu Ao dhapmaueBTUYHO NPUAHATHUX HOCIIB Y
KOMMO31LiAX, SKi TyT onucaHi. Takmm 4YMHOM MOXHa Oyno 6 roBopuTW, LLO KOMMO3WUUii MICTSTb,
Hanpuknag, Oicynbdat HaTpito, OioKCu4 KpeMmHilo, naktody, cTeapun dymapart HaTpilo,
MiKpOKpUCTanivyHy uentonody abo ix koMmbiHauii Sk dhapmaueBTUYHO NPUAHATUI HOCIN.

B mnopgaTkoBOMY BapiaHTi BTINMEHHS BUHAXi4 TakoX CTOCYETbCA TabneTku, ki MiCTATb: NpnbnnsHo
10-15% wmac. 9-[(2,2-gumeTnnnponinamiHo)-mMeTur]-miHoumkniHy abo woro coni  (Hanpwuknag
To3unartHoi coni); npubnunsHo 50-90 % mac. pospigxysada; npubnusHo 0,01-0,5 % crabinisatopa;
npmbnmaHo 0,2-1,0 % mac. areHTa, WO Crnpusie KOB3aHHK; npubnunsHo 3-10 % mac. AesiHTerpaHTa;
npmbnmaHo 3-10 % mac. 3maltysaya; npnbnusHo 0,5-3,0 % mac. 6ydepHoro areHTa; npubnmaHo 0,1-
2,0 % mac. areHTa NpoTu 3nunaHHs; Ta NpubnuaHo 1-6 % mac. NOKPMBHOIO KOMMOHEHTA.

B we iHWOMYy OoOaTkOBOMY BapiaHTi BTINTEHHS BMHaXig TakoX BKMOYAE TabneTku, AKi MICTATb:
npubnusHo 15-30 % wmac. 9-[(2,2-aumeTnnnponinamiHo)-mMeTun]-MiHOUMKMiIHY, TO3unaTHOI  Coni;
npnbnusHo 15-25 % mac. nakrto3u; npubnumaHo 35-45% mac. MIKpOKpUCTAaniYHOI Lenonosu;
npubnusHo 0,17-0,22 % wmac. GicynbgiTy HaTtpito; npubnuaHo 0,4-0,6 % Mac. piokcmay KpeMHito;
npnbnusHo 4,5-5,5 % mac. cteapaTy marHito; npmbnmsHo 4,5-5,5 % mac. KpocnoBigoHy; NpubrMsHo
0,9-1,1 % wmac. Tanbky. B pgopmaTkoBOMy BapiaHTi BTiNeHHA TabneTka 3rigHO 3 BUHAXO4OM
CKIagaeTbCs B OCHOBHOMY 3 BMLLEBKa3aHNX KOMMOHEHTIB.

B popaTtkoBomy BapiaHTi BTINEHHS BMHAXi4 TakoX BKMtodae TabneTtku, siki MiCTSATb: NpubnmsHo
26,56 % Mmac. 9-[(2,2-gMmMeTvMnnponinamiHo)-MeTun]-MiHOUMKIiHY, TOo3unaTtHoi coni; npubnusHo
20,00 % mac. naktosu; npubnusHo 41,74 % mac. MikpokpucTaniyHoi uentonosu; npudnusHo 0,20 %
Mac. Gicynbgity HaTtpito; npubnmusHo 0,50 % mac. giokcnay KpemHito; npubnusHo 5,00 % mac.
cTteapaTy MarHito; npubnusHo 5,00 % wmac. kpocnosigoHy; npubnuaHo 1,00 % mac. Tanbky. B
0O0OAaTKOBOMY BapiaHTi BTINEHHs TabreTka 3rigHO 3 BMHAaxo4OM CKIagaeTbCs B OCHOBHOMY 3
BULLEBKA3aHNX KOMMOHEHTIB.

B we iHWoOMYy [oaaTkoBOMY BapiaHTi BTIMIEHHA BWHaXig TakoX CTOCYETbCS KOMMO3wuii gns
oparnbHOro nNpunomy, sika BKMoYae TabneTky i3 cepueBMHON, SiKa BaxuTb Big npnbnusHo 450 mr go
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npnbnusHo 550 wmr, Big npubnusHo 480 mr go npubnusHo 520 wr, Big npubnusHo 490 mr pgo
npu6nnsHo 510 wmr, Big npnbnmsHo 495 mr oo npndnuaHo 505 mr, abo npudnmnaHo 500 mr.

B we iHwWomy pgogaTkoOBOMY BapiaHTi BTINEHHS BMHaxig BKOYae Tabnetku, siki MICTATb:
npubnumaHo 13-14 % wmac. 9-[(2,2-gumeTmnnponinamMiHo)-MeTUn]-MiHOLMKNiHY, TO3unaTHOI Coni;
npubnumaHo 40-60 % wmac. nakto3n; npubnmaHo 10-30 % Mac. MIKpOKpMCTaniyHOI Lentonosu;
npubnmaHo 0,05-0,15 % mac. bicynbdity HaTpito; npubnuaHo 0,4-0,6 % mac. giokcuay KpemHito;
npmbnmaHo 5-6,5 % mac. cteapaTy marHito; npnbnmsHo 4-6 % mac. KpocnoBigoHy; npubnusHo 1,0-
2,0 % mac. nMMOoHHOI kucnoTu; npubnusHo 0,7-1,2 % mac. Tanbky; Ta npubnusHo 3-5 % mac. Eudragit
E100.

B we iHwWomy gooaTKOBOMY BapiaHTi BTINMEHHA BUHaXi4 BKNOYae TabneTku, siki BKMAOYalOTb
npubnuaHo 13-14 % wmac. 9-[(2,2-gumeTnnnponinamiHo)-MeTun]-MiHOLUMKNiHY, TO3unaTHOI Coni;
npubnusHo 45-55% mac. naktosu; npubnuaHo 15-25% mac. MiKpOKpUCTaniyHoi Lennosu;
npnbnusHo 0,07-0,12 % mac. bicynbgity HaTpito; npnbnusHo 0,4-0,55 % mac. giokcuay KpemHito;
npnbnusHo 5,5-6,0 % mac. crteapaTy marHito; npubnusHo 4,5-5 % mac. KpocnosigoHy; NpuMbnnMsHO
1,25-1,75 % mac. NMMMOHHOI kucnotu; npubnusHo 0,7-1,2 % mac. Tanbky; Ta npmbnuaHo 3-5 % mac.
Eudragit E100. B gogatkoBoMmy BapiaHTi BTiNeHHs TabneTka 3rigHO 3 BMHaxo4OM B OCHOBHOMY
CKIagaeTbCs 3 BULLIEBKa3aHNX KOMMOHEHTIB.

B nopatkoBoMy BapiaHTi BTINIEHHS BUHAXIiA TaKOX CTOCYETbCHA TabneTkn, sika MiCTUTb: NPUON3HO
10-30 % mac. 9-[(2,2-gumeTunnponinamMiHo)-MeTun]-MiHOLMKNiHY, To3unaTtHoi coni; npubnunsHo 50-
90 % mac. pospigxysada; npubnusHo 0,01-0,5 % wmac. ctabinizatopa; npubnuaHo 0,2-2,0 % Mmac.
areHTa, WO crnpusie KoB3aHHI; npubnusHo 3-10 % mac. geiHterpatopa; npmbnmaHo 3-10 % mac.
3mawyBaya; npmbnmsHo 0,3-3,0 % mac. 6ydepHoro areHta; npmbnusHo 0-2,0 % mac. areHTa nNpoTu
3MUNaHHs; Ta NpubnusHo 1-6 % Mac. NOKPUBHOTO KOMMOHEHTa, TAKOro SIK MOKPMBHMIN BapBHWK.

B we iHWOMY foOaTKOBOMY BapiaHTi BTINMIEHHSA BMHAXIg TakoX BKINOYae TabneTku, ski BKMOYalTb

npnbnmaHo 13-30 % mac. 9-[(2,2-gumeTnnnponinamiHo)-mMeTu]-MiHOUMKIIHY, TO3WNaTHOI Coni;
npubnumaHo 15-25 % wmac. naktosn; npubnmaHo 35-45% Mac. MiKpOKpMCTaniyHoi Lentonosu;
npubnumaHo 0,17-0,22 % mac. bicynbdiTy HaTpito; npubnmaHo 0,9-1,1 % mac. giokcuay KpemHito;
npnbnuaHo 4,5-5,5 % mac. cteapaty marHito abo creapun cymapaTy HaTtpito; npubnusHo 4,5-5,5 %
Mac. KpOCMOBIAOHY; NWMOHHA KUCROTa He I'IpI/ICgTHFI; Tanbk He npucyTHin, Eudragit E100 He
NpucyTHIK; Ta npubnusHo 3-4,5 % mac. OPADRY™ AMB Red. B pogatkoBoMy BapiaHTi BTiNeHHs
TabneTtka 3rigHO 3 BMUHAaxXo4OM B OCHOBHOMY CKNaJaeTbCs 3 BULLIEBKA3aHMX KOMMOHEHTIB.

B we iHWoOMy gogaTKOBOMY BapiaHTi BTIMEHHS BMHaXi4 TakoX BKMYae Tabnetky, sika MICTUTb:
npmbnuaHo 195-205 wr  9-[(2,2-aMmeTunnponinamiHo)-MeTun]-MiHOUUKAiIHY, TO3unaTHOI  Coni;
npnbnusHo 155-165 mr nakrtoau; npmbnmsHo 295-310 Mr MiKpOKpUCTaniYHOI Lientonosun; npubnnmsHo
1,0-2,0 mr Gicynbdity HaTpito; npubnusHo 30-50 Mr kpocnoigoHy; npubnusHo 6-8 mr giokewnay
KpeMmHito; npmbnmnsHo 30-50 mr cteapaty marHito abo cteapun dymaparty HaTpilo; HeOOOB'A3KOBO
npubnuaHo 12,5-17,5 Mr nMMOHHOI KUCNOTW; HeOOOB'A3KOBO NpuGNM3HO 7,5-12,5 Mr Tanbky;
HeoboB'si3koBO NpnbnuaHo 30-50 mr Eudragit E100; Ta npubnuaHo 20-40 mr OPADRY® AMB Red.

B we iHWoOMy gooaTKOBOMY BapiaHTi BTIMIEHHS BMHAXi4 TaKOX BKMNOYae TabneTky, sika MiCTUTh:
npubnumaHo 135-140 wmr  9-[(2,2-AMMeTUNNponNinamiHo)-MeTun]-MiHOUUKMIHY, TO3unaTHOi  Coni;
npnbnusHo 500-525 mr naktoau; npmdnmsHo 200-210 Mr MiKpoKpUCTaniYyHoi Lentonosun; npubnnmsHo
0,5-1,5 mr Gicynbdity HaTtpito; npnbnusHo 40-60 Mr KpocnosigoHy; npubnusHo 4-6 mr giokcuay
KpeMmHito; npubnmaHo 50-70 mr crteapaTy marHio; npubnusHo 12,5-17,5 Mr AMMOHHOI KMCNOTW;
npnbnusHo 7,5-12,5 mr taneky; Ta npndnmusHo 30-50 mr Eudragit E100.

BuHaxig Takox cToCyeTbCs, MPUHANMHI YaCcTKOBO, TabneTky, ska ckrnagaeTbcs 3: npubnusHo 138,5
mr 9-[(2,2-gumeTnnnponinamiHo)-MeTuUn]-MiHOLUMKNIHY, TO3unaTHOI coni; NpubnuaHo 515 Mr nakrosu;
npnbnmaHo 205,5 Mr mikpokpucTaniyHoi uenonosu; npmbnuaHo 1,0 mr GicynbdiTy HaTpito; NpnubnmnsHo
50 mr kpocnoBigoHy; npubnusHo 5,0 mr giokcmay KpemHito; npubnusHo 60 Mr creapaTty MarHito;
Npu6nM3Ho 15 Mr NMMOHHOIT KUcnoTu; NpnbnunaHo 10 Mr Tankeky; Ta NpudnuaHo 40 mr Eudragit E100.

TabneTkn 3riaHO 3 BUHAXO4OM MOXHa hopMyBaTh cnocobamm NpsSMOro npecyBaHHs. Hanpuknag,
TabneTtkn mMoxHa hopMyBaTW, BUKOPUCTOBYHOUM TUCK NpubnmaHo 20kPa i iX MoXHa BUroTOBUTU SIK
NOKpUTiI TabneTkn, Taki sik TabneTkM oBanbHOI OpPMMU.

TabneTkn 3rigHO 3 BMHAxXo4OM MOXHa opmMyBaTM 3a [JOMOMOrOK Crnocoby BankoBOro
ylwinbHeHHs. Hanpuknag, tabnetku, copmMoBaHi 3a AOMOMOrok crnocoby BankoOBOro YLiNbHEHHS,
MOXYTb MaTtuh TBepAicTb Big 2 Kp go npubnusHo 20 Kp, Big npnbnmsHo 3 Kp go npnbnusHo 18 Kp, Big
npmnbnusHo 4 Kp go npubnmsHo 16 Kp, Big npnbnusHo 5 Kp go npubnuaHo 15 Kp, Big npmbnmsHo 6 Kp
no npubnuaHo 15 Kp, Big npubnuaHo 6,3 Kp go npubnusno 14,5 Kp, Big npubnusHo 6,3 Kp gpo
npmnbnusHo 10 Kp, Big npubnuaHo 6,3 Kp go npubnusHo 8 Kp, Big npndnusHo 6,3 Kp go npnbnusHo 7
Kp, Big npubnusHo 6,3 Kp oo npmbnusHo 6,8 Kp. Hanpuknag, TabneTtkn matoTb CepeHto TBEpAICTb
npmnbnusHo 6,5 Kp.
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B ogHomy BapiaHTi BTiNeHHs B npoueci popMyBaHHS KOMMO3WULii BUKOPMUCTOBYHOTb BarikoBe
yTineHHa ansa 36inblieHHs po3Mipy YacTMHOK CyMmili. Hanpuknag, y Oeskux BapiaHTax BTiNEHHS
BaskoBe YLiNIbHEHHSA O03BONSAE 30iMblUNTN 3aBaHTaXEHHS MiKIB y KOMMO3WLil0, TakMM YMHOM, LIO
JocAraeTbcs 3aBaHTaXeHHs nikie Buule 10 % mac.

B ogHomy BapiaHTi BTineHHs Tabnetkn OpMynoTb 3a KiflbKOCTSIMW, BKasaHuMu B Tabnuui 1
BHM3Y.

Tabnuusa 1
Matepian mr/TabneTka % mac./mac. PyHKUIgA
9-[(2,2-
AvMeTunnponinamiHo)- 150 (aKTMBHWI) 20,0 (akTnBHWUN) AKTUBHUNI
MEeTWM]-MiHOLMKITiH
Tosunar 7a ikwi APl 51,6 6.9 API npoTvion
OOMiLLIKK
NakTo3a’” 161,1 21,5 Po3pimkyBau
MikpokpucTaniiHa 303,3 40,4 Pospimpxysay
uentonosa
Bicynbdit HaTpito 15 0,2 Crabinizatop
KpocnoBigoH 37,5 5,0 [esiHTerpaHt
Kono'l'p_lHMVl piokeua, 75 10 AreHT, o cnpuse
KPEMHIt0 ' ’ KOB3aHHI0
CTea_pvm tymapar 37,5 50 3mawyBav
HaTpio
Bcboro: 750,0 100,0
MokpuTa TabneTka
OPADRY® AMB Red ~30.0 3.85 KonbopoBe nokputTa
Bcboro: 780.00

B iHwWoMy BapiaHTi BTiNeHHs TabneTkn QOpMynoTb 3a KiNbKOCTAMM, BKazaHumMu B Tabnuui 2
BHU3Y

Tabnuuga 2
Matepian Mr/TabneTtka % mac./mac.

9-[(2,2-gumeTmnnponinamMiHo)-MeTuN]-MiHOLMKNIH 132,80 26,56
JlakTo3a 100,00 20,00
MikpokpucTtanidyHa yentonosa 200 208,70 41,74
Bicynbdit HaTpito 1,00 0,20
[iokcng KpemHito 2,50 0,20
KpocnoBigoH 25,00 5,00
Tanbk 5,00 1,00
CTteapaT mMarHito 25,00 5,00
Bcboro: 500,0 100,00

Komnosuii opanbHOi kancynu

B iHWOMY BapiaHTi BTiNEHHA BUHaXxXi4 TakoX MpeacTaBnsie opanbHy KOMMNO3WLilD, dka MICTUTb
npubnmaHo 90-120 wMr  9-amiHoMeTMn  TeTpauukniHOBOI  cronykwu,  Hanpuknag — 9-[(2,2-
AVMETUNNPONIinamiHo)-MeTun]-MiHouukniHy abo oro coni Ta dapmaueBTUYHO MPUAHATHUIA HOCIA. B
AofdaTkoBoMmy BapiaHTi BTineHHA 9-[(2,2-gumeTunnponinamiHo)-MeTur]-MiHOUMKNIH - sBNse  coboto
BiflbHY OCHOBY.

B iHwWoMy BapiaHTi BTiNEHHA BMHaxig TakoX MpeacTaBnse opasibHy KOMMO3uuilo, dka MIiCTUTb
npunbnusHo 70-200 mr 9-[(2,2-gMMeTnnnponinamiHo)-MeTUI]-MiHOLMKITiIHY, TO3MNAaTHOI COSi.
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B iHwomMy popmaTkoBOMYy BapiaHTi BTINEHHS apMaueBTUYHO MNPUAHATHUA HOCIM  MICTUTb
crabinizatop ifabo aHTMOKCMAAHT, TakMh SK BicynbdiT HaTpito. Komnosuuis moxe Takox BKro4yaTu
areHT, Lo CNPUSIE KOB3aHHIO, TAKUIM SIK KDEMHE3eM, Hanpuknag, KonoigHun 6e3BoaHMIN KpEMHESEM.

Komnosuuis moxe 6yTn nomiwieHa B kancyny, Taky sik, Hanpuknag, 6ina matoea kancyna ML,
po3amipy 0.

B nopgatkoBOMy BapiaHTi BTINIEHHS KOMMO3MLIA opanbHOI Kancynu MicTuTb npubnusHo Big 90 mr
no 180 wmr, Big npmbnnsHo 95 mr oo npubnuaHo 115 wmr, Big npmdnmnsHo 100 mr go npubnuaHo 110 wr,
abo npnbnuaHo 105 Mr BiNbHOT ocHOBY 9-[(2,2-OUMeTUNINPoninamMiHo)-MeTUN]-MiHOLUKITIHY.

Komnosuuis Takox moxe mictutu Big npnbnusHo 0,95 mr go npmbnusHo 1,15 wr, Big npubnmsHo
0,10 mr go npubnuaHo 1,10 mr, abo npndnusHo 1,05 mr GicynbdiTy HaTpito Ta Big NpndnusHo 0,09 mr
no npubnuaHo 0,115 wr, Big npnénusHo 0,10 mr go npnbnusHo 0,11 mr, abo npmdnuaHo 0,105 mr
KonoigHoro 6e3BogHOro kKpemHesemy. baxaHo, wWwo6 KonoigHun ©e3BOAHUN KPEMHE3eM TakKoX
BiAHOCUBCS A0 hapmMaueBTUHHO NPUNHATHOIO HOCIA B OMMCAHUX KOMMO3ULiSIX.

B popatkoBomy BapiaHTi BTIMEHHA BMHaXia4 npeactaBnsie KOMMO3uWLilo OoparnbHOI Kancynu, fdka
MiCTUTb MpubnuaHo 95-115 mr BinNbHOI ocHoBM 9-[(2,2-gMMeTUNNponinamiHo)-MeTUM]-MiHOLMKITHY,
0,95-1,15 mr Gicynbdity HaTpito, npubnmaHo 0,09-0,115 mr konoigHoro 6e3BogHOrO0 KpeMHe3eMy Ta
Kancyny.

B iHWOMY BapiaHTi BTINEHHS KOMMO3WLiS OparbHOi Kancynu MicTUTb Big npubnusHo 70 o
npunbnuaHo 200 mr, Big npnbnmsHo 80 mr go npmnbnuaHo 180 mr, Big npubnmaHo 90 mMr 4o NpnbnunsHo
160 wr, Big npubnuaHo 100 mr go npnbnuaHo 140 mr, abo npmdnmsHo Big 120 mr go npnbnuaHo 135
mr  9-[(2,2-gumeTunnponinamMiHo)-mMeTun]-MiHOUMKNiHy, To3unaTHoi coni. Kpawe, konu kancyna
MiCTUTb NpnbnnsHo 132,8 mr 9-[(2,2-gumeTnnnponinamiHo)-mMeTu]-MiHOUMKNIHY, TO3MnaTHOI COoni.

B gogaTtkoBomy BapiaHTi BTINIEHHS KOMMO3WLISA KanCynu MoXe Takox Bkmoyatu npubnusHo 120-
135 mr 9-[(2,2-gumeTnnnponinamiHo)-mMeTun]-MiHOUMKIiHY, To3unatHoi coni; npmubnuaHo 90-110 mr
naktosu; npmnbnmaHo 190-220 mr mikpokpucTaniyHoi uentonosu; npubnusHo 0,8-1,2 mr Bicynbdity
HaTpito; NnpndnnaHo 20-30 Mr KpocnoBigoHY; NPUONN3HO 2-3 Mr giokcuay KpemHito; npubnmaHo 20-30
Mr cTeapaTy MarHito; Ta npubnmnaHo 4-6 Mr TanbKy.

B popoaTkoBOMy BapiaHTi BTINIEHHS KOMMO3uUis kancynu mictute npnbnusHo 132,80 mr 9-[(2,2-
AVMETUNNPONINamMiHo)-MeTUN]-MiHOUUKNiHY, To3unaTtHoi coni; npubnuaHo 100,00 mr nakrosw;
npubnumaHo 208,70 mr mikpokpucTaniyHoi uentono3n; npubnusHo 1,00 mr GicynbdiTy HaTpito;
npubnmaHo 25,00 mr kpocnosigoHy; npubnuaHo 2,50 Mr giokcuay KpemHito; npubnuaHo 25,00 mr
CTeaparty MarHito; Ta npnbnumaHo 5,00 mr Tanbky. B gogaTkoBoMy BapiaHTi BTineHHs TabneTka 3rigHo 3
BMHAaX040M CKMNadaeTbCA B OCHOBHOMY 3 NepepaxoBaHUX BULLE KOMMOHEHTIB.

Kancynn moxHa ogepxaTtu 3a AONOMOroH HacTynHoro cnocoby. Cnepluy KOXeH 3 iHrpedieHTiB,
BKadaHux B Tabnuui 3 BHM3Y, roTyBanu iHAneigyanbHO. TeTpaumnKkniHOBY CMOMyKy — BiflbHYy OCHOBY 9-
[(2,2-gumeTnnnponinamiHo)-mMeTun]-MiHOUMKIIHY MponycKanuM Kpisb cMTO 3 po3mipom otsopis 500
MIKPOH Ta 3BaxKyBanw KifnbKiCTb, HEOOXigHY Ans koMno3suuii. bicynbdit HaTpilo NOMICTURKM B CTYMNKY i
3Mononn 40 Po3KonoTux Kpuctanis. oTiM Kpisb cuTo 3 po3mipom oteopiB 300 MIKPOH nponyckanu
OicynbdiT HaTpito i 3BaXkyBanu KinbKicTb, HeobxigHy Ans komnosuuii. KomnoigHui 6e3BoaHMn
kKpemHeseMm (AEROSIL) nponyckanu Kpisb cUTO 3 po3mipoM oTBopiB 710 MIKpOH i TakoX 3BaxyBanu
KinbKicTb, HEOBXIigHY Ana KOMNO3uLii, K noka3aHo B Tabnuui 3.

Tabnuusa 3

Matepian Kinbkictb®
BinbHa ocHoBa 9-[(2,2-
AVMETUNNPONINamiHo)- 421"
METUIT]-MiHOLMKNIHY
Bicynbdit HaTpio 421 r
KonoigHun 6e3BogHun 0425 ¢
KpeMHeseM
bina MaTosa rmmMu 4000
Kancyna po3mipy 0

®HeBenuKi BiaxuneHHs (= 10 %) MOXyTb 3'ABUTUCH B MPOLIECI OAepXKaHHi TiKiB.

b|3|/|npa|3r|eHa KinbKiCTb

Micna Toro, sik obuaBa BiNbHY ocHoBY 9-[(2,2-gumeTunnponinamiHo)-MeTun]-mMiHOLUMKNIHY Ta
BicynbdiT HaTpito NponycTUNM Kpisb BIANOBIAHI cUTa, BiflbHY OCHOBY MOMICTUAN B KOHTEWHEp 3
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HepxaBitovol ctani Ta goganu GicynbdiT HaTpito. Cymill nepemillyBany NpoOTAroM OECATU XBUIWH
nepea oogaBaHHsaM konoigHoro 6e3sogHoro kpemHesemy (AEROSIL). lMicns pogaBaHHA KpeMHe3eMy
CyMill nepemiwysanu NpoTAaroM n'atu XBunuH. licna uboro Bpy4yHy 3anoBHioBanu kancynu 3 MML i
Bary KOXHOI 3anucysanu.

Komnoauuii ans iH'ekuin

B iHWOMY BapiaHTi BTINEHHS BUHaXig TakoX NpeacTaBnsie KOMMO3WLin Ans iH'eKUin, ska MICTUTb
npnbnuaHo 90-110 wmr BinNbHOI OCHOBM  9-[(2,2-guMeTUNNponinamMiHo)-mMeTun]-MiHOLMKIIHY Ta
hapmMaLeBTUYHO NPUAHATHUA HOCIN (Hanpwuknag, BOAHWIA HOCIN).

B popoaTkoBOMY BapiaHTi BTINEHHA KOMMO3UUist ANS iH'ekuii moxe Mictutu npnbnusHo 90-110 mr
9-[(2,2-anmeTNNponinamiHo)-MeTun]-MiHOLUMKITIHY Ta OAMH YKu Binblue KOMMOHEHTIB, BUOpaHUX 3-
NMOMDX BiflbHOT OCHOBU, MIONPOTEKTOPY, aHTUOKCMAAHTY, CNONYKW AN peryntoBaHHA pH Ta Hocis.

Mpuknagn nioNpOTEKTOPIB BKNIOYAKTb, HaNpuknaz, UyKpu, Taki SK uykposa. Komnosuuis
(Hanpuknag, ona amnynu, sika MictuTb NpubnusHo 100 Mr TeTpaLmMKiHOBOI CNOMYKM) MOXE MICTUTK
Big npmbnusHo 90 mr go npubnuaHo 110 wr, Big npubnuaHo 95 mr go npubnusHo 105 mr, abo
npunbnuaHo 100 Mr LUyKpo3u.

Mpuknagn aHTMOKCMAOAHTIB BKNOYaOTb, ane 6e3 obmexeHHs, GicynbdiT HaTpito. Komnoswnuis ans
iH'ekuin (Hanpwknag, ona amnynu, ska MicTuTb NpubnuaHo 100 Mr TeTpaumKniHOBOI CNOMNYKM) MOXe
MiCcTUTK Big npubnuaHo 0,9 mr oo npmubnusHo 1,1 mr, Big npubnmaHo 0,95 mr go npmubnuaHo 1,05 wmr,
abo npubnuaHo 1,0 mr Gicynbdity HaTpito.

Komnosuuis MoXe TakoX MICTUTM KUCMOTM Ta OCHOBM, SIKi MOXYTb OYyTM BMKOpWUCTaHi Ans
perynioBaHHa pH komnosuuii oo 4,2. MNpuknagnm Takux CNOMyK BKMIOYaOTb CONSHY KWUCMOTY Ta
rigpOoKCUA HaTpIlo.

B pmopatkoBOMy BapiaHTi BTINEHHs BMHaxig, MPUMHaNMHI 4aCTKOBO, CTOCYETbCHA KOMMO3uWUii Ansi
iH'EKLiN, AKa MICTUTb NpMBMU3HO BiNbHOI ocHoBu 90-110 mr 9-[(2,2-aumeTunnponinamiHo)-meTunnl-
MiHOUMKNiHY, NpnbnnaHo 90-110 mr umkpo3au, 0,9-1,1 Mr GicynbiTy HaTpitO Ta BOAHWIA HOCIN.

B iHWOMY foaaTkoBOMY BapiaHTi BTINNEHHS BMHAXIA TakoX NpeacTaBnsie KOMMNO3uLito Ans iH'ekuin,
AKa MicTUTb NpmbnmaHo 100 Mr BinbHOI OCHOBM 9-[(2,2-gMMeTnnnponinamiHo)-MeTuI]-MiHOLMKIIHY,
100 Mr umkposu, 1 Mr BicynbdiTy HaTpito, Cnonykn ans perynioBaHHsa pH Ta BOOHWUIA HOCIN.

B Tabnuui 4 HMxYe NpeAcTaBneHO ckrafg napTii KomMno3suuii ans iH'ekuini BinbHOi ocHoBM 9-[(2,2-
AnMmeTunnponinamiHo)-mMmeTun]-MiHOUMKAIHY Ana amnynu emHicTio 100 mn.

Tabnuusa 4
Martepian Kinbkictb dyHKuisA
BifnbHa OCHOBa 9-[(2,2- 17481 AKTUBHUI
AVMETUNNPOoNINamMiHo)-MeTUN]-MiHOUUKAIHY ’ iHrpegieHT
Llykposa 1748 r JlionpoTekTop
Bicynb@iT HaTpito 1,75r AHTUOKCUMAAHT
1 M consHa kucnoTta 4020r Perynatop pH
0,1 M consiHa kucnoTta CKinbkun noTpidHo go pH 4,2 Perynatop pH
0,1 M rigpokcng HaTpito CKinbku noTpiéHo go pH 4,2 Perynatop pH
Po3uynHHe
Bona o 3aranbHoOi Macu napTii 5,82 kr cepenosille - Ans
CTEPUITbHOI
dinbTpauii

Komnosauuito ons iH'ekUin MOXHa ogepaTu 3aBaHTaXXEeHHSIM EMHOCTI criepLuy Bogoto (4,662 nitpw)
Ta 174,8 rpamamu Lykpo3u. Takox gogatoTb 372 rpamu 1 M consiHoi kucnoTtu T1a 1,75 r Bicynbdity
HaTpito. lNMoTim gopatoTb 174,8 1 BiNbHOT ocHoBM 9-[(2,2-gumeTunnponinamMiHo)-MeTUn]-MiHOLUKMIHY.
Micna pooaBaHHA TeTpauMKIIHOBOI Cnonyku BenuvunHy pH BcTaHoBMoWTL Ha piBHi Big 4,0 oo 4,5,
BuKopucToBytoun ans uboro 0,1 M rigpokcmg HaTtpito a6o 0,1 M consiHy KucnoTy, 3anexHo Big Toro,
Wwo € npugaTtHuM. [oTiM Bary ofgepxaHoi cyMmiwi BcTaHoBnoBanuM Ao 5,82 kr 3a [0NOMOrow
poaatkoBoi Boau. [MoTim cymiw dinbTpyBanu kpisb ctepunbHui 0,22 pm @inbTp. lMoTiM cknsHi
amnynu Tuny 1 3anoBHoBann 3,5 r po3ynHy Ha amnyny.

Mo>kHa TakoX ogepXaTh KOMNo3uLito Ang iH'ekui, BUKOPUCTOBYHOYN ANSA LbOro To3unaTtHy Cinb 9-
[(2,2-gumeTunnponinamiHo)-meTun]-MiHoumkniHy. B Tabnuui 5 HaBoaMTbCA NpyKiag KoMNo3uuii

13



10

15

20

UA 109627 C2

Tabnuusa 5
Martepian KinbkicTtb dyHKuia
BiflbHa ocHoBa 9-[(2,2- 591 7r AKTUBHUNI
AMMeTUnnponinamiHo)-mMmeTun]-MiHOLMKAIHY ’ iHrpenieHT
TosunaTt 185,51 API npoTuioH
Llykposa 591,71 JlionpoTtekTop
Bicynbdit HaTpit0 59r AHTUOKCMAAHT
1 M consiHa kncnota 1970r Perynatop pH
2 M consiHa kucnoTa 150,0r PerynaTop pH
2 M rigpokcua HaTpito Or Perynatop pH
Po3umHHe
Bopa o 3aranbHoi Macu napTii 19,72 kr cepeaosulle  Ans
CTEPWIbHOI
dinbTpau;ii

YUWinbHEeHHs Bankamm

B iHWoMy BapiaHTi BTiNeHHss BMHaxig MpeacTaBrfisie KOMMO3uUito TabneTkum Ans opanbHOro
npuromy, sika cknagaerscs 3: npubnusHo 120-135 wmr 9-[(2,2-aumeTunnponinamiHo)-meTun]-
MiHOUMKMIHY, To3unaty; npmonmaHo 90-110 mr naktoan; npmbnmnsHo 190-220 Mr MikpokpucTanivyHol
uentonosu; npnbnumaHo 0,8-1,2 mr Gicynbdity HaTpito; npnbnmaHo 20-30 mr KpocnoBsigoHyY; NPUGNN3HO
2-3 Mr giokenay KpemHito; npubnusHo 20-30 mMr cTeapaTty MarHito; Ta npubnmsHo 4-6 Mr Tanbky.

B popatkoBoMy BapiaHTi BTiNEHHS BMHaXig NpeAcTaBnsie KOMNo3uuito TabneTkm Ans opanbHOro
npumnomy, sika cknagaetbcs 3 TabneTtok, Aki BaxaTtb Big npubnusHo 450 mr go npmbnusHo 550 wmr; Big
npnénusHo 480 mr go npubnuaHo 520 wr; Big npubnmsHo 490 mr go npubnusHo 510 wr; Big
npubnuaHo 495 mr go npubnmaHo 505 mr; abo npmdnmnsHo 500 mr.

B popatkoBoMy BapiaHTi BTiNEHHS BMHaXia4 NpeAcTaBrsie KOMNO3uLio TabrneTkM Anst opanbHOro
npuiromy, ska CKrnagaeTbcs 3 TabneTok i3 cepeHbO TBEPAICTIO Big NpmbnuaHo 2 Kp go npnbnmnsHo
20 Kp, Big npmnbnusHo 3 Kp oo npubnusHo 18 Kp, Big npmbnmusHo 4 Kp oo npmbnusHo 16 Kp, Big
npnbnusHo 5 Kp go npnbnusHo 15 Kp, Big npnbnusHo 6 Kp go npnbnusHo 15 Kp, Big npnbnmnsHo 6,3
Kp mo npubnusHo 14,5 Kp, Big npmubnunsHo 6,3 Kp go npubnusHo 10 Kp, Big npubnuaHo 6,3 Kp ao
npmbnuaHo 8 Kp, Big npubnusHo 6,3 Kp go npubnusHo 7 Kp, Big npnbnusHo 6,3 Kp go npubnusHo 6,8
Kp. B iHWOMyY BapiaHTi BTiNEHHA BMHaxig TakoX CTOCYETbCA KOMMO3uuii TabneTku i3 cepegHboto
TBepaicTio npubnusHo 6,5 Kp.

B popaTtkoBomy BapiaHTi BTINEHHA BMHaxig nNpeacTaBnsie KOMMO3uWuilo opanbHOi TabneTku, dka
CKragaeTbcs 3 TabneTok, ogepaHnx crnocoboM YLLiNbHEHHS Bankamum.

Cnocib ywinbHeHHs BankaMmu npeactasneHun Ha Cxemi 1 BHU3Y.

Cxema 1
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KonTeiinep 221 Turbula API
Bicyabdit narpiro Monepeans
Jliokcna kpemHio cymim

Kpocnosinon
Tanbk

Ionepeane
3MalﬂyBaHHﬂ

Y-koniuna giiika Erweka ¢————— Jlakro3a

500 um mem Tonepeans cymim}
1 MCC 200

300 um mew
Y-koniuna jgiiika Erweka €——————(reapar maruiio (3mauyBanns)

|

Baskosnii yumisibnioBay WP 120
BAJIKH 25 Mmm
l Cura2mral mm

Ipec ans Tabnerox Riva Piccola
10 mm 3BHYAIHKI KPYIJMI YrHYTHIT TIaJKHI IHCTPYMeHT

IinboBa maca 500 mr

IpucTpiii A1 HAHECEHHSI MOKPHTTS

Glatt GMPCII .
IMpupicr Baru 4%

Cnocib ywinbHeHHs BankaMu 3Ha4yHO MOKpaLlye 3aBaHTaXeHHS nikiB. Yepes isnyHi BnacTneocCTi
9-[(2,2-gumeTunnponinamiHo)-meTnn]-miHouukniHy noro coni (API), Hanpuknag, manun po3mip
YaCTMHOK, cnabki xapakTepuCTUKN TEKYYOCTi, TEHAEHLi0 A0 NPUMNaHHA 40 NOBEPXOHb Npec-hopMu

5 ANsi BUrOTOBIEHHS TabneTok, BUHMKAE HEOBXiAHICTb Y BMKOPUCTaHHI BENWKOro 06'eMy HamnoBHiOBa4a
Ta 3MallyBava., WO Npu3BOAMTbL A0 TOro, WO Npu MeTodi NpAMoro npecyBaHHa gocaraetbes 10 %
3aBaHTaxeHHs nikis, To6To 100 mr Ha TabneTky Baroto 1 r. MeToa BankoBoro npecysaHHs nogonas Ui
obmexeHHA Ta [daB 3MOry ojepxaTtu Ccymiw 3 OinbwyM PpO3MIpOM YaCTMHOK Ta Kpawumu
XapaKTepUCTUKaMU TEKYHOCTIi, a TakoX 30iNbLUMB 3aBaHTa)keHHs nikie 4o 20 %.

10 Cragia 1: ®opmyntoBaHHSA TabneTku

Bara cepueBuHn Tabnetku cknagae 500 mr. [losa cknagae 100 Mr ekBiBaneHTy akTUBHOMO areHTa,
API aHani3 ctaHoBuTb 75,3 %. [daHi no cknagy HaBedeHi B Tabnuui 2.

Cragia 2: 3miwyBaHHs Ta rpaHynioBaHHS

Cywmiw npurotyBanu Ta Bigibpanu 3paskv nepeq 3mallyBaHHAM AN BU3HAYEHHS OAHOPIAHOCTI.

15 M'aTe 3paskiB BUNy4mnm 3 ycboro o6'emy cymilui. [laHi 4o 3amallyBaHHS HaBoasaTbCHA B Tabnuui 6.

Tabnuusa 6
3pa3sok Ne Tect
1 20,5 %
2 21,4 %
3 20,4 %
4 20,4 %
5 21,0 %
CepegHin 20,7 %
BCB (BioHOCHE
CTaHgapTHe 2,1%
BigXWNEHHS)
Uinb 21,05 %

HocsrHyta opHopigHicTe cymiwi. lMoTim cymiw 3maiysBanu, BukopucToByunm 5 % creapaTty
20 MarHito Ta rpaHymnoBanM 3a [OMOMOroK BasnKoBOro yulinbHioBayva Alexanderwerk WP 120 3
HaCTYMHUM HanawTyBaHHAM:
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LlenakicT 066.pTaH'-_m LIHEKOBOTO 35 06./xB. Banku: 25 MM YacTUHU
digepa:
LBnakicte o6epTaHHs Bankis: 10 00./xB. MonepegHe cuto: 2 MM
[MonepepHin rpaHynaTop: 65,9 00./xB. ToHKe cuTO: 1 MM
TOHKMI rpaHynaTop: 85 06./xB.
Tuck: 30 6ap
KoHTponb 3a3opy: Bkn.
BcTaHoBneHui 3a3op: 1 MM
Bakyym Bkn.

3pasku rpaHyn Biaibpanun gnsi BU3Ha4YeHHs OAHOPIAHOCTI Micna 3MallyBaHHS Ta rpanynauii. M'atb
3paskiB BMNy4unuM 3 ycboro o6'emy cymiwi. B Tabnuui 7 HaBogATbCs AaHi Mo 3paskam nicns
3MalllyBaHHSA Ta rpaHynauii. Bynu ogepxaHi ogHopigHi rpaHynu.

Tabnuua 7
3pasok Ne Tect
1 20,5 %
2 20,3 %
3 20,1 %
4 20,5 %
5 20,5 %
CepegHin 20,4 %
BCB (BigHOCHE
cTaHgapTHe 0,9 %
BiOXMIEHHS)
Llinb 20,0 %

Mepen Ta micnsa rpaHynioBaHHS OLiHIOBaANM po3Mip 4YacTtnHok. Ha ®ir. 1 Ta 2 nokasaHo BiaACOTOK
YTPMMaHUX Ha cuTi YacTUHOK. lNMpouec rpaHynslii 3Ha4HO 3MEHLUMB YacTKy YaCTMHOK Marnoro po3mipy.
Lis 3miHa nokpallmna xapakTepucTuK1 TeKy4OCTi Ta 3HU3UNa TeHgeHuito Ao npununadHa API i, Takum
YMHOM, MiABULLMIIA 3aBaHTaXXeHHS NiKiB.

Cragia 3: npecyBaHHSA

"paHynu BMKOPMCTOBYBaNN ANs NPecyBaHHA TabneTok 3 BUKOPUCTaHHAM Npecy AnA BUpOOHULTBA
Tabnetok Riva Piccola. 'paHynu BinbHO nocTtynanu 3 OyHkepa. BukopructoByBanu 3BUYanHy yBirHyTy
BOpOHKY giameTpom 10 mm. Oocsaranum Bary Tabnetok 500 mr. TabneTku npecyBanu Anst ogepKaHHs
MakcuMarbHO TBepAol TabneTku, yHUKayYM MakCMMarbHOMo HaBaHTAXEHHS Ha obnagHaHHsA. MoTim
nepcyesanu cepito 6inbw M'sknx Tabnetok. OpgepxaHi TabneTkn niggasanu gesiHTerpadii. Ak Bara
TabrneTok, TakK i 3Ha4eHHs TBepAOCTi NokasyBanu HeBenuky BapiabenbHicTb. [pu npecyBaHHi rpaHynm
BiNbHO NeepmiwyBanucb. B Tabnuui 8 HaBoasaTbCS BNAacTMBOCTI TabneTok.

Tabnuusa 8
Cepeﬂ”("KLE)‘ep”'CT" 6,56 (0,35) 9,54 (0,25) 12,63 (0,11) 14,26 (0,37)
ToBwwMHa (MM) 6,32 6,10 5,93 5,87
Bara Tabnetku (Mr) 493,9 (0,35) 495,8 (2,4) 492,5 (1,6) 496,5 (3,0)
JesiHTerpauig (xB.) 11-12 18-21 >30 >30

3anuwwok rpaHyn npecyesanu 0o TBepAocTi npubnusHo 6,5 Kp (peanbHa TBepaicte 6,66 Kp SD
0,52). CepenHsa Bara Tabnetok ctaHosuna 494,0 mr 3 BCB 0,51 %.

Cragia 4: NokputTa

Maptito Tabnetok posginunu Ha Asi nigrpynu. OpgHy rpyny nokpueanu Eudragit E100,
BMKOPUCTOBYHOYM PO3YMH Ha OCHOBI eTaHony. MpupicT Barn 4 % pocsaranu vyepes 2 rog.
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Opyry rpyny TabneTok nokpuBanu, BUKOPUCTOBYIOYM BOAHY CUCTEMY HA OCHOBI Opadry® AMB gns
cTBOpeHHst Bap'epa ans Bonoru. [oTpibHu npupict Barn 4 % pJocsarann MeHLI HiXX 3a roguHy.
TabneTkn abo 30BCiM He Noka3yBanu, abo NokasyBarnu HEBENUKY €po3ito Ha KpasXx.

Cnig po3ymiTn, WO KOMM HaBogATbCA OyAb-AKi BENMUMHW Ta MeXi BENWYWMH, Hanpuknag B
KiNIbKOCTSIX, A03ax TOLLO, BCi BEMMYMHM Ta MEXi BEMWYMH, SKi HAMWU OXOMMOKTBLCSH, BXOASATb B 06CAr
AaHHOro BuHaxody. binbl Toro, BCi BENUYMHM Yy LMX BEMMYMHAX Ta MeXax BeNMYUH MOXYTb OyTu
TaKOX BEPXHbLOI Ta HKHBOK 0BOMEXEHHAMMN LIMX MEX.

daxiBUi y AaHii ranysi 3po3ymitoTb, abo MOXYTb BCTAHOBUTWU, BUKOPMUCTOBYKUM HE OiNnbll HiX
PYTUHHI €KCNEPUMEHTU YUCNEHHI eKBIBANeHTU 40 KOHKPETHUX METOAMK, BTiNEHb, MyHKTIB hopMynu Ta
npuknagie, ski TyT npeacTasBneHi. BBaxaeTbes, WO Taki ekBiBaneHTU nignagatoTb Nig obcar gaHHOoro
BMHaxo4y Ta OXOMnolTbCs POPMYMOK BUHAXoAy, sika A0OAETbCA. 3MICT BCiX MOCMMaHb, BUAAHMX
naTteHTiB Ta onybnikoBaHMX NaTeHTHUX 3asIBOK, SKi LUTYIOTbCHA MOBCIOAM Y AaHin 3asaBLi, BKIHOYEHI
LLNSAXOM MOCUNAaHb.

®OPMYJIA BUHAXOLOY

1. MepopanbHa komno3uuis y cdopmi Tabnetkun, wo Mictutb 9-[(2,2-aumeTmnnponinamiHo)-meTun]-
MiHOUMKNIH abo Moro cinb, NpPUYOMy MnepoparibHa KOMMO3WLisi ofepXkaHa LWMsIXOM MNPecyBaHHS 3
BMKOPUCTaHHSIM BarikOBOIO YLWiNbHEHHS, A& NnepoparnbHa KOMMNOo3u1Lis MiCTUTb:

10-30 % mac. 9-[(2,2-gumeTnnnponinamiHo)-mMeTu]-mMiHoumkniHy abo horo coni;

50-90 % mac. po3pigxyBaya;

0,01-0,5 % mac. ctabinizaTopa;

0,2-2,0 % mac. areHTa, WO CNpUsie KOB3aHHIO;

3-10 % mac. amawyBaya;

3-10 % mac. gesiHTerpaHTa;

8o 3,0 % mac. bydepHoro areHTa;

[0 2 % mac. areHTa npoTu 3nunaHHsa Ta

1-6 % mac. NOKpMBHOrO areHTa.

2. MNMepopanbHa komno3uuia 3a n. 1, ska MicTUTb Big NpubnusHo 15 % go npubnusHo 30 % mac. 9-
[(2,2-gumeTnnnponinamiHo)-mMeTun]-mMiHoUMKIiHY abo 1oro coni.

3. MNMepopanbHa komno3uuia 3a n. 1, ska MicTUTb Big NpubnusHo 16 % go npubnusHo 28 % mac. 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-miHouMKriHy abo noro coni.

4. MNepopanbHa koMno3suuis 3a n, 1, aka mictutb Big NpnbnusHo 18 % Ao npubnusHo 25 % mac. 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-miHouMKriHy abo noro coni.

5. MepopanbHa komno3uuia 3a n. 1, gka MicTuTb Big NpubnusHo 19 % go npubnusHo 22 % mac. 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-miHouMKIiHy abo noro coni.

6. MNepopanbHa KomMno3uuid 3a n. 1, ska MicTuTb Big NpmudnuaHo 19,5 % go npnbnusHo 21,5 % mac. 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-mMiHoUMKIiHY abo 1oro coni.

7. MNepoparnbHa komno3udis 3a n. 1, sika MictTute NpudnumaHo 20 % mac. 9-[(2,2-aumeTunnponinamiHo)-
MeTWM]-MiHoUMKMiHy abo noro coni.

8. lMepopanbHa komnosuuis 3a n. 1, ge po3pigxyBad sBMAse cobow NakTody, MIKpOKpUCTanivyHy
uentono3y abo ix komoGiHaL,ito.

9. MNepopanbHa kKoMNo3uLis 3a n. 8, Ae nepoparbHa KOMMO3uList MiCTUTb Big npubnmsHo 10 % mac. go
npmbnmaHo 30 % mac. nakrosw.

10. NepopanbHa komno3uuia 3a n. 8, ge nepopanbHa KOMMNO3uuis MICTUTb Big npnbnumaHo 30 % mac.
00 npmbnmsHo 50 % mac. MikpoKpuCTaniyHOI Leronosu.

11. NepopanbHa komno3uuida 3a n. 1, ge ctabinizatop sBnse coboto BicynbdiT HATPIt.

12. MNepopanbHa KOMNo3uLia 3a n. 1, 4e areHT, WO CNpusie KOB3aHHI0, SBNSiE COOO AiOKCUa, KPEMHIlO.
13. lMepopanbHa komno3suuia 3a n. 1, ge 3malwlyBady sBnAsie coOOK cTeapaT MarHito abo
cTeapundymapar HaTpito.

14. MNMepopanbHa komno3udis 3a n. 13, ge 3mallyBad siBnse coboto cTeapundymapar HaTpito.

15. MNepopanbHa koMno3uuis 3a n. 1, ae nepoparnbHa koMmno3uuisa mictute Big 190 mr go 205 mr 9-
[(2,2-gumeTnnnponinamiHo)-meTun]-miHouMKIiHy abo noro coni.

16. lNepopanbHa Komnoauuia 3a n. 1, ge nepopanbHa komMnosuuis Mictute Big 50 mr go 150 mr
NaKTo3un.

17. MepopanbHa komnosuuia 3a n. 1, ge nepoparneHa koMno3uuis Mictuteb Big 290 mr go 315 mr
MiKPOKpUCTanivyHOI LLentonosu.

18. lNepopanbHa komnosuuisa 3a n. 1, ge nepopanbHa komno3uuis Mictute Big 0,1 Mr go 2 mr
OicynbiTy HaTpito.
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19. MNepopanbHa komno3uuis 3a n. 1, ge nepopanbHa komno3uuis Mictutb Big 1,0 mr go 12 wmr
JioKcuay KpemHito.

20. MepopanbHa komnosuuis 3a n. 1, ge nepopanbHa koMmno3uuia mictute Big 10 mr go 110 wmr
cTeapundymapaTty HaTpito.

21. MNepopanbHa koMno3uuis 3a oyab-akum 3 nn. 1-20, ge 9-[(2,2-aumeTnnnponinamiHo)-
METUI]-MiHOLMKIiIH abo Moro cinb sBNsie coboto To3nnaTtHy cinb 9-[(2,2-gumeTun
nponinamiHo)-mMeTun]-MiHOLMKITIHY.

22. Cnocib npuroTyBaHHS nepoparnbHOi kKoMno3uuii 3a n. 1, y skomy:

a) nonepegHbo 3MiwyTh  9-[(2,2-anmeTnnnponinamiHo)-meTun]-MiHoumkniH  abo 1horo cinb 3
po3pigxyBayem, ctabinisaaTtopom, areHToOM NPOTU 3MNMNAaHHA Ta areHTOM, L0 CNPUSIE KOB3AHHIO;

b) amawyoTb cymiw 3i cTagii (a) 3a 4oNOMOroro 3amallyBava;

C) rpaHynioloTb cyMil 3i ctagii (b) 3a AONOMOror BankoBoOro yLinbHOBaYa;

d) npecytoTb rpaHynu 3i ctagii (C) 3 yTBOPEHHsIM TabneTtku; Ta

€) nokpuBaloTb TabneTky 3i ctagii (d) NOKPUBHMM areHToMm;

npuyomy

po3pioKyBau siBnisie coboto naktody abo MikpokpucTaniyny uentonosy, abo ix kombiHau,io;
ctabinizatop aBnsie coboto BicynbdiT HaTPIlO;

AesiHTerpaHT siBnge coboro KpocnoBigoH;

areHT, LLO CMpUsiE KOB3aHHI0, SABMsie CODOK KOMOiAHWMIA AioKcua KpeMHIo; Ta

3MaLLyBaY sBnsie coboto cTeapaT mMarHito abo cTteapundymapar HaTpito.

23. Cnocib 3a n. 22, ge koMno3uuia MicTuTb NpubnusHo 20 % mac. 9-[(2,2-aumeTun
nponinamiHo)-MeTun]-MiHoUuKniHy abo noro coni.

24. Cnocib nikyBaHHS iHdeKLUii y cyb'ekTa, Skuin BKMoYae BBeOeHHS Cyb'ekTy edeKTUBHOI KifbKOCTi
nepopaneHOi komnoauuii 3a n. 1.

Po3smip cura (um) BigHocHO % yTpHMAaHH#A

45.00

40.00

35.00

30.00

25.00

20.00

% yTpHMAaHHS

15.00

10.00

6.00

0.00 +
[1] 0 45 150 260 500 710 1000

i 1 Posmip cuta (um)
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Komm’'toTepHa BepcTka |. CkBopuoBa

[epxaBHa cnyxba iHTeneKkTyanbHOi BNacHocTi YkpaiHu, Byn. Bacunsa INunkiscekoro, 45, m. Kuie, MCI1, 03680, YkpaiHa

0N “YkpaiHCbKWM iIHCTUTYT iHTenekTyanbHoi BNacHocTi”, Byn. [nasyHoBa, 1, m. Knie — 42, 01601
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