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BuHaxig cTocyeTbCs LiniCHOI kancynu, WO MICTUTb Pigkui papMaueBTUYHO aKTUBHWUW iHrPEedieHT i
oavH abo OinbLue BUAIB TBEPANX hapMaLEeBTUYHO aKTUBHUX iHIPeLieHTIB, Ae piakun dhapmaueBTUYHO
aKTMBHWIM iHrpedieHT iHKancynboBaHWi y ¢opmi pigkoi dapMaueBTUYHOI KOMMo3uuil, a TBepavn
hapMaLeBTMYHO aKTMBHWI [HrpedieHT OucrneproBaHuy B pigkin dapMaueBTUYHIN komnosuuii, e
piakMm hapmaueBTUYHO aKTUBHUM iHIPedieHTOM € €TUNOBUN ecTep wW-3-XUPHOT KUCMOTK, e piaka
hapmaLeBTUYHA KOMMO3uLis BkMNoyae He MeHwe Hixk 90 % Bar./Bar. eTUNnoBoro ecrtepy w-3-XMpHOT
KMCNOTW, e eTUMNOBUN ecTep wW-3-XKUpHOI kKncnotn skntodae EPA etunosuin ectep i DHA etunosui
ecTep i pigka cdapmaueBTU4Ha KOMMNO3uLia BKMoyae He MeHwe Hix 80 % Bar./Bar. y cymi uux ABOX
KOMMOHEHTIB, Ae pidka dhapmMaueBTMYHA KOMMO3WUis BkNoYae He meHwe Hix 40 % Bar./Bar. EPA
eTUNoBOro ectepy i He MeHwe Hix 34 % Bar./Bar. DHA eTtunoBoro ectepy, i 000MoOHKOBUIA LIaAp
Kancynu copmMoBaHuin 3 0O60NOHKOBOI KOMMO3ULT, L0 MICTUTb IMiLepuH i copbiT sk nnactudikatopwm.
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BuHaxin HanexuTb [0 UINICHOI Kancynu, Wo BkNo4ae oamH abo 6Ginblie BuAiB pigkux
hapMaLEeBTUYHO aKTUBHUX IHrpedieHTiB i oauH abo Ginblue BuaiB TBEpAMX hapMaLeBTUYHO aKTUBHUX
iHrpedieHTiIB.

OcTaHHIMM pokaMn OKkpeMi dapmaueBTUYHI nNpenapaTtu, Wo MICTATb OaraTo dapmaueBTUYHO
aKTUBHUX iHrpedieHTiB (KOMOiHaLito areHTiB) akTMBHO po3BMBaNuCb Yy cdepi dapmaleBTUYHOT
npoaykuii B cnpobi JocArTM CUHEpPriYHOT ePeKTUBHOCTI, 3MEHLLEHHST MOBIYHMX edeKTiB, noninweHol
3PYYHOCTI ANs NauieHTiB i NogibHMX.

BigHocHO npenaparTis 3 pigkMm hapmaLeBTUYHO aKTUBHUM iHrPediEHTOM, NaTEHTHUA OOKYMEHT 1
onucye npenapar, WO MICTUTb TifbKM OAWH (pbapMaLeBTUYHO aKTUBHUI iHFPEediEHT (OKPEMUI areHT),
ae ®3 - ankinbHWUn ecTep, NOMILLEHNI Y M'SKY XXenaTUHOBY Kancysny.

BigHOCHO UinicHMX Kancyn, NaTeHTHI JOKYMEHTM 2 i 3 ONUCYoTb CNocobu iX ogepKaHHS.

naTteHTHUMN JokymeHT 1: JP-B-2810916.

naTeHTHUN JOKyMeHT 2: JP-A-10-506841.

nateHTHUN gokymeHT 3: JP-B-3159724.

PoskputTta BUHaxoay. Npobnemu, ski BUpilye BUHaXIA.

Y KOMOIHOBaHOMY areHTi KOXEH 3 MHOXUHHUX (hapMaueBTUYHO aKTUBHUX iHFPedieHTIB, WO
MICTATbCA B HbOMY, MOBMHEH MaTu GioabcopOuito, eKkBiBanNeHTHY TilA, iKYy Mae OKpPeMUIA areHT, Lo
MICTUTb TiNbKM BiANOBIgAHWI bapMaUeBTUYHO aKTUBHWUIA iHrpedieHT. Y KOMOIHOBaHOMY areHTi, OKpim
TOro, CTyMiHb PO34YMHHOCTI MHOXMHHUX apMaLeBTUYHO aKTUBHMX IHIPEAieHTIB i3 KoMOiHauiiHoro
areHTa MoXe BNNMBATM Ha Mpodinb edeKTUBHOCTI nepiogy Aii nicns BBeOeHHS KOMOiHaALiMHOro
areHTa, cKknaf i CTpyKTypa BMMaratTb KOPUryBaHHS MpW YTBOPEHHI KOMBiHaUinHOro areHTta, Tak wwob
CTYMiHb PO3YMHHOCTI KOXXHOI0 3 MHOXWHHUX hapMaLeBTUYHO aKTUBHUX iHTPESIEHTIB, O MICTATbCA B
HbOMY, Byna onTuMmi3oBaHa. ¥ KOMGIHOBAHOMY areHTi, 4O TOro X, KOXeH hapMaLeBTUYHO aKTUBHUN
iHrpedieHT TakoX noBuHeH OyTu cTabinbHum. [MpoTe, KOpPUryBaHHS PO3YMHHOCTI i CTabinbHOCTI
KOXXHOrO (hbapmaueBTUYHO aKTMBHOIO iHrpegieHTa B KOMOIHOBaHOMY areHTi He € nerkum, Tomy Lo
MHOXWHHI hapMaLeBTUYHO aKTUBHI iIHFPedieHTH, WO MICTATbCA B HbOMY, MatoTb PidHi BMacTuBoCTi. He
oB6MexXyrumMcb  KoMbiHaUilHMMKM  areHTamu, NOTpibHO, wWo6 TBepai npenapatv Takox Oynu
TpaHcnopTabenbHMMK | nerko BBoAMnUCb. [NpoTe, kOMOGIHAUINHI areHTW 3aranom MarTb OinbLUMK
pO3Mip B MOPIBHSAHHI 3 OKpeMWMK areHTamu. 3okpema, KOMOIHAUiMHWA areHT, WO MICTUTb pigkui
dapmaueBTUYHO aKTUBHWUIA IHrpedieHT i TBepaun dqapMaueBTUYHO aKTUBHWUA IHFPESIEHT, SKWIA
3aJ0BiNbHUIA B TpaHcnopTabenbHOCTI i NerkocTi BBeAEHHS, Tak i He 6yB po3pobneHun. Kpim Toro,
OCKiNbKM KOMOiHaLiiHi areHTW 3aranom noTpedyloTb YCKNagHEHUX cTagin BUPOOHWUTBA, BUTpaTu
BMPOOHMLITBA MalTb TEHAEHLLIO [0 3POCTaHHS.

BuHaxigHvKn npoBenu iHTEHCUBHI OOCHIAKEHHs1 B cnpobi BUPILLIMTK BULLE3a3HadYeHi npobrnemu i
BUSIBUNM, LLO HaBeeHi Buwe npobnemMum MoxyTb OyTWM BUMPILLEHI LiMiCHOK Kancyrnow, Lo MICTUTb
oauH abo OGinblwe BuAiB pigknx apmMaueBTUYHO aKTMBHMX iHrpegieHTiB i oaMH abo Ginbwe BUAIB
TBEpPOUX hapMaLeBTUYHO aKTUBHUX iHIPEenieHTIB, 30Kpema, LiNiCHOK Kancyrow, WO Mae HacCTyMHi
XapaKTEePUCTUKN:

(A) pigkmin  papmaueBTUYHO  aKTUMBHWA  iHrpPedieHT  iHKancynboBaHMnM Yy GopMmi  pigkol
dapmaueBTUYHOT KOMNO3WULiT, i TBepaAnin apmMaueBTUYHO aKTUBHWW iHrpefieHT OucneproBaHuin B
060noHLUi (HanexuTb 4o «uinicHoi kancynu (A)» y 4aHOMy ONUC);

(B) pigkmin  hapmaueBTUUYHO aKTUBHWWA  iHrpPedieHT  iHKancynboBaHMM Yy opMmi  pigkoi
dapmaueBTUYHOT KOMNO3uuil, i TBepann apmMaueBTUYHO aKTUBHUKW IHIpedieHT AMCNeproBaHUin B
pigkin chbapmaueBTUYHIN KOMNO3WLIT (HaNeXuTb 4O «uinicHoT kancynu (B)» y 4aHoMy onuci); abo

(C) pigkun papmaueBTUYHO aKTUBHWW  iHFPEAieHT iHKancynboBaHuUM y dopMi  pigkoi
dapmaueBTUYHOI KOMMOo3uuii, i TBepaun gapMaueBTUYHO aKTUBHWI IHIPEAIEHT, HaHeceHun Ha
00O0MnMOHKY Kancynu, BinNbHY Big ¢apMaueBTUYHO aKTMBHOIO iHrpefieHTa (HanexuTb A0 «UinicHoi
karncynu (C)» y gaHomy onuci); i npoBenu noganblli JOCHIMKEHHS, SKi NpUBENW OO 3aBEPLUEHHS
AaHoro BuHaxoAay. BignosigHo, AaHWI BUHaXiL BiAHOCUTLCS OO HACTYMHOrO:

[1] uinicha kancyna, wWo MiCTUTb oavH abo bGinblwe BMAIB PigKMX (apmMaueBTUYHO aKTUBHUX
iHrpenieHTiB i oguH abo Ginblue BUAIB TBEPANX hapMaLEBTUYHO aKTUBHUX IHIPEAIEHTIB,;

[2] BuweHaBeneHa uinicHa kancyna [1], sika € uinicHoto kancynoto (A);

[3] BMLWeHaBeaeHa uinicHa kancyna [2], Wwo AoaaTKoBO MICTUTb OOOMOHKOBWUIA Liap, BiNbHUA Big
hapMaLeBTUYHO aKTUBHOTO iHrpedieHTa Ha 30BHILLHI CTOPOHI OOOMOHKOBOrO LUapy Kamcynu, Lo
BKNtoYae TBepani hapmaueBTUYHO aKTUBHUN iHFPediEHT, ANCNEProBaHUI B Hilk;

[4] BuweHaBeaeHa LinicHa kancyna [1], sika € uinicHoto kancynoto (B);

[5] BuweHaBeaeHa uinicHa kancyna [1], sika € uinicHoto kancynoto (C);

[6] Oyob-sika BuweHaBedeHa UinicHa kancyna [1]-[5], me pigkmi dapmMalueBTUYHO aKTUBHUN
iHrpenieHT € eTMNOBUM eCTEPOM ®3-XKUPHOI KUCIOTH;
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[7] 6yob-sika BuwieHaBeneHa UinicHa kancyna [1]-[5], oe pigka dapmaueBTMYHa KOMNO3WLis
BKITtovae He meHwe Hix 90 % Bar./Bar. eTUNOBOro ectepy ®3-XUPHOT KUCMOTY;

[8] BuwieHaBeaeHa uinicHa kancyna [7], e eTUnoBun ectep w3-XUPHOI KNCNOTK BKItovae EPA
etunosuin ectep i DHA eTunosuii ectep, i pigka dhapmaueBTUYHA KOMMNO3MLISA BKIHOYAE HE MEHLLE HiXX
80 % Bar./Bar. y cymi Linx 4BOX KOMMOHEHTIB;

[8a] BuweHaBepeHa uinicHa kancyna [7], oe eTunoBui ectep ®3-XUPHOI KUCNOTK BkNtovae EPA
etunosuin ectep i DHA eTnnosui ectep, i pigka dhapmaueBTUyHa KOMMNO3ULIA BKITOYAE HE MEHLLE HidxX
70 % Bar./Bar. y Cymi LMX OBOX KOMIMOHEHTIB;

[9] BmweHaBegeHa uinicHa kancyna [8], e pigka dapmaueBTUYHA KOMMO3WULIS BKMAOYaAE He
MeHwe Hixx 40 % Bar./Bar. EPA etunoBoro ectepy i He MeHwe Hix 34 % Bar./Bar. DHA etunosoro
ecTepy;

[10] BnweHaBegeHa uinicHa kancyna [9], goe pioka dapmaueBTudHa komnosuuis - ETUIIOBI
ECTEPW 90 OMETA-3 KNCJTOTW 3a €eponelicbkoto Papmakoneeto;

[11] 6yob-sika BueHaBeaeHa uinicHa kancyna [1]-[5], oe TBepaum dapmaueBTUYHO aKTUBHUM
iHrpenieHToM € nanakeicTaTy aueTar;

[12] 6yab-aka BuweHaBeneHa uinicHa kancyna [1]-[5], ae TBepaMm dapMaueBTUYHO aKTUBHUM
iHrpenieHToM € CTaTuH;

[13] BuweHaBeneHa uinicHa kancyna [12], ae TBepaum apmMaueBTUYHO aKTUBHUM iHIPEAIEHTOM €
aTopBacTaTuH;

[14] BuweHaBeneHa uinicHa kancyna [12], e TBepam apMaueBTUYHO aKTUBHUM iHIPEOIEHTOM €
CYMBacCTaTuH.

Llinicha kancyna gaHoro BWHaxody Mae nepesarM B ToMy, WO (1) KOXeH pigkui i TBepaun
dapMaLeBTUYHO aKTUBHWUWA iHrpedieHT Moxe pocart Gioabcopbuii, ekBiBaneHTHOI Til, Ky Mae
OKPEMMUI areHT; (2) PO34YMHHICTb KOXHOTMO PiAKoro i TBepaoro dhapmaueBTUHHO aKTUBHOTO iHrpedieHTa
MOXe KOHTpOMtoBaTtucs; (3) KOXeH akTUBHWUW iHrpeadieHT € ctabinbHum; (4) npenapaT € kpawum B
TpaHcnopTabenbHOCTI | NerkocTi BBEAEHHS MiCrs 3MEHLUEHHs Yy po3Mipi; (5) BuTpatn BuMpobHMuTBa
MOXYTb OYTU 3MEHLUEHi MOPIBHAHO 3 3aranbHOMPUUHATHUMW KOMOIHAUIMHMMMK areHTamu, OCKiNbKu
cTagji BUpobHMUTBa MOXYTb ByTW CPOLLEHi i T. M.

KopoTkuin onuc oiryp

®ir. 1 - nokasye npodinb KOHUEHTpauii y KpoBi nanaksictaty auetaty. OCKinbkn KOHUEHTpauis B
nnasmi B Touui Yacy 48 rog. 6yna 0 gna 6yab-akoro npenaparTy, Le He 306paXeHOo Ha KpUBIN.

dir. 2 - nokasye nNpodinb KOHUEHTpaUil y KpoBi cumBacTaTuHy. OCKiNbKU KOHUEHTpaLis B nnasmi B
Touui yacy 48 rog. 6yna 0 ans 6yab-sikoro npenapary, ue He 306paXxeHo Ha KpUBIN.

[aHnn BuHaxig getanbHO PO3KPUTUIA HXKYE.

Y gaHomy onwuci BULLEHaBedeHi TEPMIHM «UinicHa kancyna, Wwo MicTUTb oauH abo Ginblwe BuAaiB
piokmMx dapmauleBTUYHO akTUBHUX iHrpeaieHTiB i ogmMH abo Oinblle BuAiB TBEpAMX papmMaueBTUYHO
aKTMBHMX iHrpedieHTiB», TakoxX SK i «uinicHa kancyna (A)», «uinicHa kancyna (B)» i «uinicHa kancyna
(C)» iHOAj pa3om HanexaTb A0 LiniCHOT Kancynu AaHoro BUHaxogay.

LlinicHa kancyna BMHaxoAy cknagaeTbCcs 3 BMICTY kancynu i 060M0OHKOBOrO Wapy Kancynu.

(BmicT kancynu)

BMicTOM repmMeTu4HOI LifiCHOT Kancynu AaHoro BMHaxody € pigka dapmaueBTUYHa KOMMO3uLid.
Pioka dapmaueBTU4Ha KOMMO3MLIS MOXE BKNOYATU Pigkun hapmaueBTUYHO aKTUBHWUIA iHIPeaieHT i
[obaBky, abo pigkuii hapMaLeBTUYHO aKTUBHUI IHTPedieHT B YncToMy Burnagi (6e3 gobaeku). Kpim
TOro, pigkMin apMaueBTUYHO aKTUBHUIW iHrpedieHT, WO MICTUTbCSA B pidKin dapmMaueBTUYHIN
KoMnoswii, Moxe 6yTn kombGiHauieto fBox abo Ginblue BUAIB hapMaLeBTUYHO aKTUBHUX iHTPEOIEHTIB.

Ak pobaBky 3acTOCOBYIOTb 3aranibHOMPURHATHI Yy hapmaueBTUYHIN ranysi gobasku. Mpuknagm
Taknx 000aBOK BKIOYAOTb iHEPTHI po3pimpkyBadi (Hanpuknag, cepedHbONaHLUIoroBi Tpurnilepuam
(MCT), onuBkoBa onisi, coeBa Onis, KyKypyg3sHa onid, Boda, eTaHon, iX cymiwi); pH kopureHTu
(Hanpuknag, cine NMMOHHOI KucnoTu, docdat, kapboHaT, TapTpaT, dymapaT, auertart, Cinb
amiHokucnoTun);  cypdaktaHtM  (Hanpuknag, naypwncynbdat  HaTpito, nonicopbar 80,
noniokcietuneH(160)noniokcmunponineH(30)rnikone);  ctabinisatopy  (Hanpuknag,  Tokodepon,
TeTpaegeTar HaTpilo, amig HIKOTMHOBOI KUCMOTW, UMKIOAEKCTPWMHM); NigKucnioBadi (Hanpuknag,
ackopbiHOBa KMCMoTa, NMMOHHA KWUCIOTa, BMHHA KucnoTta, abnyyHa KucnoTta); apomaTusatopu
(Hanpuknag, MeHTOn, onis nepuesBoi M'ATU, NMMOHHA OnidA, BaHiniH); nNnacTtudikaTopn (Hanpuknaa,
anerka 36e3BogHeHa KpeMHIEBa KUCIOTa, rapaToBaHWUA AiOKCUa, KPEMHItO, Tanbk) i T. M.

LlinicHa kancyna paHoro BMHaxody MNEepeBaXHO BifbHa $K Big «mogudikatopa MixdasHoro
HaTary», Tak i «reneTBipHOro areHta». HasiTb, KONV HaBefeHi BuUllle Jo6aBKM BKNIOYAKOTb OAHY, LUO
Ma€ aKkTMBHICTb Moaudikatopa MikdasHOro HaTary i/abo akTUBHICTb CkOpodyBaya u4acy
rerneyTBOpPEHHS, BOHA MOXe BMKOPUCTOBYBATUCA AOS1S LiNICHOT KancynuM SaHOro BMHaxXoAy, MOKW i
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KiNbKiCTb He4OCTaTHSA, WOO 3HAYHO 3MIHUTK MibKGIA3HWIA HATAr, | HeAOCTaTHS, Wo6 3HAYHO CKOPOTUTK
yac reneyTBopeHHs.

Pigkum dapmaueBTUYHO aKTUBHMM iHIPEediEHTOM 30KpeMa He OOMEXYHTbCS, NMOKN BiH € PigUHO
npu 5-60 °C, uinicHa kancyna gaHoro BMHaxXo4y BWrigHa ANs KOMMO3WUii CMOSyKW, WO Mae Ierko
OKUCHIOBasibHi BNAaCTUBOCTI, i MacrnsiHOI CNOSyKMW.

MepeBaxHWin NpuKnag Takoro piakoro hpapmMaueBTUYHO aKTUBHOIO iHrpedieHTa - ankinbHun ectep
oMera-3-XMpHOi KucnoTn (Hanpuknag, nepeBaxHO Cig-ankinbHWM ectep omera-3-XUPHOI KUCMOTU
(Hanpuknag, meTun, etwn, nponin, isonponin, 6yTun, i300yTnn, BTOp-OyTUM, TPET-OyTwn, MNeHTun,
rekcun); nepeBaxHille eTUNoBUA ecTep OMera-3-XUPHOI KUCMNOTW), NpuaaTHUA Ans  NiKyBaHHSA
rinepninigemii  (Hanpwknag, rinepxonecteponemii, JIMNHLW,  rinepxonectepuHemii,  JIMBLY
rinoxonectepuHemii, rineptpuraitepuaemii) i T. n., NPOdINakTNKM cepLeBO-CyANHHNX 3aXBOPIOBAHD i
T. n. TyT, npuknagn «omera-3-XvpHa KucrnoTta» ankinsHoro ectepy omera-3->XUpHOI KUCNOTW BKIOYaE
Cigoo-OMEra-3-XupHy KUCNoTy (Hanpuknag, OKTajekaTpueHoBa KUCMOTa, OKTageKkaTeTpaeHoBa
KMCNoTa, enko3aTeTpaeHoBa KMCMOTa, elko3aneHTaeHoBa KUCoTa, reHenko3aneHTaeHoBa KuUCnoTa,
[OKO3aneHTaeHoBa KNCMNoTa, JOKO3arekcaeHoBa KMCroTa).

Binbll KOHKpPETHi NpuKnagn eTurnoBOro ecrepy omera 3-XUPHOI KACIIOTM BKIOYAKOTb €TUIOBUN
ecTep OKTaJekaTPUEHOBOI KMCINOTU, ETUINOBUIA eCTEP OKTa4eKaTETPAEHOBOI KNCMNOTK, ETUMOBUIA ecTep
enKo3aTeTpaeHoBOI KACMNOTK, eTUMNOBUA ecTep enko3aneHTaeHoBoi kucnotu (EPA), etunosuii ectep
reHenko3aneHTacHoOBOI KUCMNOTU, eTUNOBUKA ecTep [AOKO3arneHTaeHOBO! KUCMOTW, eTUNOBUK ecTep
pokosarekcaeHoBoi kucnotu (DHA), i cymiw gBox abo Ginbwe ix Buaie (Hanpuknag, 90 ETUNOBI
ECTEPU OMETA-3 KNCJTIOTU 3a €sponeicbkoto Papmakoneeto).

Konun pigkun apmaueBTUYHO aKTUBHWWA IHrpegdieHT € anbKiNbHUM ecTepoM oMmera-3-XMPHOI
KMCNoTK, pigka dapmaueBTUYHa KOMMNO3ULis NepeBaxHO MICTUTb He MeHwe Hix 90 % Bar./Bar. (90-
100 % Bar./Bar.) eTUNOBOro ecTepy m3->XUPHOi KNCINOTMU.

KomMmnosuuis eTunoBoro ectepy ®3-XXMPHOI KUCNOTU NepeBaxHO cknagaetbca 3 EPA etmunosoro
ectepy i DHA eTtunoBoro ecrtepy, B nigCymky He meHwe Hix 70 % Bar./Bar. (70-100 % Bar./Bar.),
nepeBaxHo He mMeHwe Hix 80 % Bar./Bar. (80-100 % Bar./Bar.), nepeBaxHiwe He MeHwe Hix 40 %
Bar./Bar. (40-66 % Bar./Bar.) EPA etunoBoro ectep i He MeHLle Hix 34 % Bar./Bar. (34-60 % Bar./Bar.)
DHA eTtunosoro ectepy, i He MmeHLe Hix 80 % Bar./Bar. (80-100 % Bar./Bar.) B NiACyMmKy.

MepeBaxHi KOHKPETHI Mpuknagu pigkoi papmaueBTUYHOI KOMMO3uLii, ika BUKOPUCTOBYETbCS B
AaHOMYy BMHaxXOofi, € sIK BKa3aHO HDKYeE:

1) koMno3uuis, WO BKMOYAE ankinbHWW ectep omera-3-XWpPHOI KUCNOTU He MeHwe HixX 90 %
Bar./Bar. (Hanpuknag, 90-100 % Bar./Bar.), goe EPA etunosuii ectep i/fabo DHA eTunoBun ectep €
rONOBHUMMW KOMIMOHEHTaMWU;

2) BueHaBedeHa komno3suuia 1) Wwo BkMYae sk komnoHeHTn EPA eTunosun ectep, tak i DHA
eTUNoBUN ectep, Ae ChiBBiOHOLWEHHSA 3aranbHOrO BMICTY 060X KOMMOHEHTIB KiflbKOCTi HE MEeHLUEe HiX
80 % Bar./Bar. (Hanpuknag, 80-100 % Bar./Bar.; nepesaxHo 80-90 % Bar./Bar.;) (TyT KOMMNO3ULIA MOXe
MICTUTU HWWIA ankinbHWA ecTep omera-3-XuMpHoi kucnotu, okpim EPA eTtunosoro ectepy i DHA
€TUIOBOro ecTepy);

3) BuLLEeHaBeaeHa kKOMMo3uuis 2) wo Bkrtodae EPA eTunoBun ectep B KiNbKOCTi HE MeHLUe Hix 40
% Bar./Bar. (Hanpuknag, 40-66 % Bar./Bar.; nepeaxHo 40-50 % Bar./Bar.) i DHA eTunosuii ectep B
KinbKOCTi He MeHLWe Hix 34 % Bar./Bar. (Hanpuknag, 34-60 % Bar./Bar.; nepeBaxHo 34-45 % Bar./Bar.)
Tam, Je cniBeigHOLWeEHHA 3aranbHoro BmicTy EPA etunosoro ectepy i DHA eTtunoBoro ectepy He
MeHwe Hixx 80 % Bar./Bar., i KOMMNO3MUIA MOXE MICTUTK iHLWMIA anKinbHUN ecTep omera-3-XUPHOT
kncnotn, okpim EPA etunosoro ectepy i DHA eTunosoro ectepy;

4) BuweHaBegeHa komnosuuis 3) ge 90 ETUNIOBI ECTEPU OMEIA-3-KUCJIOTU Bu3Ha4eHi
€sponencbkoo apmakoneeo.

HaBepeHi BuLe pigki dhapmaueBTuYHi komno3uuii 1) - 4) MOXyTb cknagaTucs TifnbKW 3 arnkiflbHOro
ecTepy oMera-3-XUpHoi KUCroTn abo MOXyTb MiCTUTM AOAATKOBI OGaBKM.

Ak pgobaBknm MOXyTb OyTM 3as3HayeHi gobaBku, WO HaBedeHi sk npuknagu suwe. Cepen HMX
nepeBara Hagaetbca cTabinisatopy (nepeBaxHo, a-Tokodpepony). Komu crabinizatop Mmae
BMKOPUCTOBYBATUCH, MOTO BMICT B pigkin hbapmaueBTnyHin komnosuuii cknagae 0,3-0,5 % Bar./Bar.

BuwieBkasaHi % Bar./Bar. ue CniBBiHOLIEHHSA BMICTY A0 3ararnbHOi Baru pigkoi papmaueBTUYHOI
KOMTMO3WULIii.

Y uinicHin kancyni (B) gaHoro BvHaxody BulleHaBedeHa pigka hapmaueBTU4HaA KOMMO3wuuis
[00aTKOBO MICTUTb oAuH abo bBinblue BMAIB Huk4YedragaHux TBepaux apmMaueBTUHHO aKTUBHUX
iHrpenieHTiB. Taka pigka dapmaueBTMdHa KoMMosuvuia Moxe OyTu opepxaHa, Hanpuknag,
ancnepryBaHHAM TBepaoro apmaueBTUYHO aKTMBHOIO iHrpedieHTa B pigkin  dapmaueBTUYHIN
Komnosuuii. B gaHomy Bunagky TBepavi papmMaueBTUHHO aKTUBHUIA IHTPESIEHT MOXe BYTM MOBHICTIO
PO34YNHEHUI B PiaKin dhapMaLeBTUYHIA KOMNO3NLT.
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O6onoHkoBMI Wwap kancynu (obonoHka), Wo NOKpUMBAE BMICT Kancynu LinicHOT Kancynu AaHoro
BMHaxody, YTBOPeHUI 0DOMOHKOBOK KOMMO3WLIED, LLO BKMNOYAE XenaTtuH i nnactudikatop, Sk no
CYTi He MICTUTb MoauncpikaTopa MiXKGa3HOro HaTAry i reneTBipHOro areHTa.

Ak xenaTuH, BUKOPUCTOBYBAHWA ONsi BMPOOHMUTBA UiMiCHOI kancynu, moxe OyTu 3ragaHum,
Hanpuknag, apmaueBTUYHUI XenaTuH, Bu3HadeHun B [M'atHagusTomy BwugaHHi AnoHCbKOT
dapmakonei. XKenatvH TyT BKOYMae MOOMQIKOBAHUIM XenaTuH $K, Hanpuknag, CYKUMHOBAHWN
XenatuH i 1. n.

XKenaTuH, nepeBaxHUN ANa 34iIMCHEHHA OAHOrO BUHAXOAY, BKMNIOYAE XenaTuH, WO Mae HaCTYMHi
BNacTUBOCTI.

1. Cuna reneyTBOpeHHS XenaTuHy (BMMipaHa Ha ocHOBI cnocoby, onucaHoro B JIS) cknagae 200 -
300 r, nepeBaxHiwe 240-280 .

2. B'askicTb xenaTuHy (BUMipsiHA Ha OcHOBi cnocoby, onucaHoro B JIS) cknagae 2-6 mPa.s,
nepeBaxHiwe 3-5 mPa.s.

3. XKenaTtuH BuaineHn i3 CBUHAYOI LLKIpW.

3okpema, nepeBara HaJaeTbCA XenaTuHy, WO 3a40BOMbHSE OAHIN abo KifbkoM 3 HaBedeHMX
BULLE BUMOT. YKenaTuH, sIKii BUKOPUCTOBYETLCS, MoXe ByTn kombiHauieto aBox abo binbLue Buais.

Ak «nnactudikaTop», WO 3aranomM BUKOPUCTOBYETLCA AN BUPOOHMLTBA LiNICHUX Kancyn MOXYTb
OyTn 3ragaHi, Hanpuknag, nMomniBaneHTHi CnMpPTU K, Hanpuknag, rniuepuH (Hanpuknag,
CKOHLIEHTpOBaHUI XenaTtuH), €TUNEHIIKONb, NnonieTUNeHrnikonb, NponineHrnikonb,
noninponineHrnikons i T. M., NnepeBara HagaeTbCs LLYKPOBMM CMMPTaM, TakuM sik, Hanpuknag, copbiton
i T. n. Lli nnactudikatopu, MOXyTb BUKOPMCTOBYBATUCH B KOMBiHaLii 3 ABOX abo KinbKoX iX BUAIB.

Cepep HVX nepeBaxHMM € rriuepuH i copbiton.

Takox nepeBaxHO BMKOPUCTOBYBaTW iX B Cymiwi. B gaHomy Bunagky BaroBe CMiBBiAHOLLEHHS
rniuepuHy i copbiTony CTaHOBUTL NEepeBaxHO B Mexax Aiana3oHy 1:5 - 5:1, nepesaxHiwe 1:3 - 3:1.

Y uinicHin kancyni gaHoro BuMHaxogy OBOMOHKOBA KOMMO3WLISA MepeBaXHO BKIMOYAE XenatuH i
nnacTtudgikaTop npu BaroBoMy criBBigHOWEHHI B Mexax gianazoHy 10:1 - 1:10, nepeBaxHiwe 10:1 -
1.1

BaroBe cniBBigHOWeEHHs BMICTy kancynu (TobTo, pigkoi dapMaueBTUYHOI KomMo3uuii) [o
«KenaTuHy i nnactudikaTtopa B MigCyMKy» B 0OONOHKOBIM Komno3uuii cknagae 3aranom 10:1 - 1:10,
nepesaxHo 10:1 - 1:3,

BaroBe cniBBigHOWEHHA 0GOMOHKOBOI KOMMO3uUii i BMICTYy kKancynu (To6To, pigkoi
apmavneBTUYHOT koMno3uLii) cknagae 3aranom 10:1-1:10, nepesaxHo 3:1-1:10.

(MogudpikaTop MixkcpasHOro HaTAry i reneTBipHUIA areHT)

Y uinicHin kancyni gaHoro BuHaxody OOOMOHKOBA KOMMO3MUiss - ICTOTHO BiNbHa $K Big
«MoaudpikaTopa MiKga3HOro HaTary», Tak | «reneTBipHOro areHTa», 3a3Bu4al  LUMPOKO
BUKOPUCTOBYBAHMX OS5 BAPOOHULTBA LiNiCHUX Kancyn.

BmMicT kancynu He BKrovae gk «MoaundikaTop MiKdasHOro HaTary», Tak i «reneTBipHUA areHT» B
Tin >xe dopmi.

«Mogaundikatop MiKGA3HOro HaTAry» HanexuTb OO0 PEeYOBUHW, fiKa 3MIHIOE HaTar MikdasHoI
NoBepXHi Macno-Boga Mixk BMICTOM Kancynu i BOGHUM PO34MHOM 060NMOHKOBOI komno3uuii. MNpuknagu
BKMOYaloTb pocdoninigun, >kupu i onil, cypdakTaHT, NONApHi OpraHiyHi pO3YMHHUKKU SK, Hanpuknag,
cnupTiT. N.

«[eneTBipHUA areHT» HamnexXuTb A0 PEYOBUHU, SIKa CNpUSE reneyTBOPEHHIO BOOHOMO PO3YUHY
060MOHKOBOI NMPY OXONOAXKeEHHI. [pyknagn BKNoYaTb NONSAPHI OpraHivHi PO3YNMHHKKK SIK, Hanpuknag,
CnMpT i T. N., nonicaxapvawn i T. n.

«lcTOTHO BiNbHMI Bif MoaMpikaTopa MixXasHOro HaTary i reneTeBipHOro areHTa» o3Havae:

1) € uinkom BiNbHMM Big 060X KOMNOHEHTIB B LjiniCHin kancyni, abo

2) HaBiTb, kKON 06MABa KOMMOHEHTU abo Byab-sIKUI MICTUTBLCS B LiMICHIN Kancyni, BMICT LbOro €
«HepgocTaTHIM, Wob 3HAYHO 3MIHUTU MikdasHUA HaTsar» abo «HeAoCTaTHIN, Wob 3HAYHO CKOPOTUTU
yac reneyTBOpPEHHN».

Ak BUKOpPUCTOBYBaHa TYT, «KINbKICTb, WO CYTTEBO 3MIHIOE MDK(A3HWA HATAr» €, Hanpuknag,
KiNbKICTb, WO NPUBOANTL A0 3MiHW He MeHLUe Hixx 5 MH/M, abo KinbkicTb, WO NPUBOAUTL A0 3MiHU He
MeHLwe Hixk 10 %, B nopiBHsIHHI 6e3 goaaBaHHA «MoaudikaTopa MixkdasHOro HaTary», Konm Hatar, B
MiKdpasHii noBepxHi Macno-soda MK BOAHWM PO34YMHOM xenaTuHy (21,25 % Bar./Bar., 50 °C) i
BMiCTOM pignHu (24 °C) BumipsaHuiA. MixdasHui HaTar BM3Hayanw, Hanpuknag, cnocobom BMCHYOi
kpanni, BukopuctoBytoun FTA200 First Ten Angstrom, Inc.

«KinbKiCTb, WO CYTTEBO CKOPOYYE 4ac refieyTBOPEHHsI» O3Hayae, Hanpuknag, KinbkKicTb, sika
CKOpOYYE Yac, HeoOXiAHWMN ANs reneyTBOPEHHs Mpu KpanenbHOMY [04aBaHHi BOOHOMO PO34YMHY
xenaTtuHy (21,25 % Bar./Bar.), Harpitoro go 55 °C go MCT npwu 4 °C, a came, HeobXigHMn Yac Ans
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pocsarHeHHs 50 % piBHA enacTUYHOCTI BOOHOrO po34uHy xxenatuHy npu 4 °C, 0o He meHLwe Hix 10 %,
B MNOpPIBHSAHHI €3 AoOaBaHHSA «reneTBipHOro areHTay.

LlinicHa kancyna gaHoro BuHaxogy npu HeobXiAHOCTi MOXXe MICTUTW iHLLi KOMMOHEHTH, BiOMiHHI Bif,
«mogudikaTopa Mixda3HOro HaTAry» i «refieTBipHOro areHTay», Hanpuknag, MoXxe MiCTUTU BGapBHUK.
BapBHUK, AKWUIA MICTUTBCA B KOMMO3ULii, OCOBNMBMM YMHOM He OOMEeXyeTbesl, i OaxaHun GapBHUK
BUKOPUCTOBYETLCS B Mipy HeobxigHocTi. Hanpuknag, MoxyTb OyTy 3rafgaHi xap4oBi 6apBHUKM, Taki SK,
Hanpuknag, oBTun 6apeHuk No. 5, yepBoHUN 6apBHUK No. 2, GrnakuTHui 6apeHuk No. 2 i T. n.; B-
KapOTWH; Xap4oBi Kpannaku; YepBOHUI OKCUA 3ani3a, XKOBTU OKcug 3anisa i T. n.

Konu ©axaHo, OKpiM UbOro, Kancyrna MoXe MICTUTU KOMMOHEHTUW, Taki $K, Hanpuknag,
MOHOCaxapuan (Hanpuknag, NeHTo3W, Taki K, Hanpuknag, apabiHosa, kcunosa, pwubosa, 2-
ae3okcmpubo3a i T. M., rekcosw, Taki §K, Hanpuknag, rroko3a, (pyKkTo3a, ranakrosa, MaHo3a,
copbo3a, pamHo3a, dykosa i T. n.), gucaxapuau (Hanpuknag, COrnoAoBWMi Uykop, uenobiosa, a,o-
Tperanosa, nakTo3a, caxaposa), Luenonosa (Hanpuknag, KpucraniyHa uenwonosa (3okpema
MIiKpOKpUCTaniyHa uerntonosa)), HeopraHiyHi npoayktn (Hanpuknag, ©6e3sogHun docdat KanbLito,
ocakeHni kapboHaT kanbLilo, cunikaT KanbLito) i T. .

Konu 6yab-sknin 3 HaBegeHUX BULLE KOMMOHEHTIB Mae Moandikyrouni edpekt mMixkdasHoro HaTary
i/abo edeKkT 3MeHLIEHHA 4Yacy reneyTBOPEHHS, LificHa Kancyna AaHOro BMHAxXody MOXe HaBiTb
MICTUTN KOMMOHEHT, WO Mae Taknin edpekT B KifbKOCTi, HEAOCTaTHIN, Wo6 3HAaYHO 3MIHUTK MiKda3HWUIA
HaTAr i 3Ha4HO CKOPOTUTY Yac reneyTBOPEHHS.

Y uinicHin kancyni (A) gaHoro BMHaxo4y HaBedeHa BuLle OOOMOHKOBA KOMMO3MLUis OO4ATKOBO
MiCTUTb oauH abo BinbLue BUAiB TBepAMX papMaLeBTUYHO aKTUBHUX iHrpeaieHTiB. Taka 0b6onoHkoBa
KOoMMo3uuia Mmoxe OyTn ogepkaHa, Hanpuknag, WAsxoM gucrnepryBaHHs TBepaoro dhapmaueBTUYHO
aKTMBHOrO iHrpegieHTa B iHEpTHOMY PO3YMHHUKY (Hanpwvknag, y Bogi, etaHoni abo ix cymiwi), wob
ofepXatun gucnepcito TBepaoro apmaueBTUYHO aKkTMBHOIO IiHrpedieHTa, a MoTiM  3Milyo4m
Avcnepcilo TBepaoro hapmaueBTUYHO aKTMBHOMO iHrpedieHTa 3 HuxkyesragaHuM BOAHUMM PO3YMHOM
0DO0NOHKOBOI KOMMNO3WLIT.

Okpim TOrO, UinicHa kancyna (B) gaHoro BnHaxogy mMoXe A404aTKoBO MICTUTM OAMH abo Ginblue
BMAiB TBEpAMX hapMaLEeBTUYHO aKTUBHUX iHIpedieHTiB B HaBeAeHil BuLLLEe 0O0NOHKOBI KOMMO3ULi.

Y OaHoMy BMHaxofi TBepAui hbapmMaueBTUYHO aKTUBHWUW IHTPEOIEHT, AKUIN KOMBIHYETLCS 3 PigKUM
dapMaLeBTUYHO aKTMBHUM iHrpedieHTOM, OCOGNMBMM YMHOM He OOMEXYeTbCH, i BiH MpuaaTHUM
YMHOM BUOMpPAETbLCH, 3BaXaloun Ha edekT KOMBIHOBAHOrO 3aCTOCYBaHHA 3 PigkMM hapMaueBTUYHO
aKTMBHUM iHrpedieHToOM (Hanpuknag, CUHEpTiYHWIA edpekT, 3MeHLWweHHs nobiyHMx edbekTiB, noninweHa
3pYYHICTb ANa NauieHTiB i T. M.).

Hanpuknag, konu pigkui papmaLeBTUYHO aKTUBHWUW iHIPEedIiEHT € HaBeAeHUM BULLE arbKiflbHUM
ecTepoM omera-3-XupHoi kucnotu, iHribitopy HMG-CoA pegyktasu (Hanpuknag, cTaTuHU $K,
Hanpuknag, LepBiCTaTuH, npaBacTaTWH, CMMBACTaTWH, NIOBACcTaTuH, aTopBacTaTuH, dyBacTaTWH,
iTaBacTaTuH, po3yBacTaTuH, niTactatuH i T. n., abo ix cinb (Hanpuknag, HaTpieBa Cinb, Kanbujiesa
cinb)); iHribiTopn ckBaneH cuHTasu (Hanpuknag, cnonyku, onucaHi B WO97/10224, nepeBaxHO,
nanaksictaTy aueTaT) i T. N. BUKOPUCTOBYIOTbCS, 3BaXarounm Ha edpekT KOMBIHOBAHOro 3acTOCYBaHHS
AK TepaneBTUYHUW areHT Anga rinepninigemii. Ceped HWX nepesary HagalTb aTtopBacTaTUHY,
CMMBacCTaTUWHY i lanakeicTaTty aueTtary.

AnbTepHaTMBHO, K TBepAMA apMaueBTUYHO aKTMBHUI iHrpedieHT, LWwo KOMOiHyeTbca 3
anbKinbHUM eCcTepPOM OMera-3-XUPHOI KUCIOTU, MOXYTb BMKOPUCTOBYBATUCS TEpPaneBTUYHI areHTu
ansi fiabety, TepaneBTUYHI areHTn onsa AiabeTUyHUX ycknagHeHb, aHTUMNepTEH3MBHI areHTu, areHTu
NPOTU  OXWUPIHHA,  AOiypeTuHKW,  XiMioTepaneBTWUYHI  areHTW,  IMyHOTepaneBTUYHI  areHTw,
AHTUTPOMOOTUYHI areHTn, TepaneBTUYHI areHTU Ansi OCTEOMNOopo3y, areHTU NPOTU OEMEHLi, areHTu
ONA  epeKTUnbHOI  AMCKYHKUIT, TepaneBTUYHI areHTM pAns HeTpUMaHHA cedi abo nonakiypii,
TepaneBTUYHI areHTu Ansa guaypii i T. n.

Ak TepaneBTWYHi areHTM Ang giabety MoXyTb OyTw 3ragadi npenapaTtu iHCyniHy (Hampuknag,
npenapaTtu TBAPUHHOIO iIHCYNiHY, EKCTParoBaHoOro 3 NiALyHKOBOI 3am03un KOpIiB i CBMHEW; npenapaTwu
NACLKOro iHCYNiHY, reHeTUYHO CUMHTEe30BaHi, 3acTtocoByoun Escherichia coli, gpixxaxi; LMHK-IHCYMIH;
NpoTaMmiH LMHK-iHCYNiH; cparmeHT abo noxigHa iHcyniHy (Hanpuknag, INS-1 i 1. n.), opanbHi
npenapaTtu iHCyniHy i T. M.), ceHcubinisaTopu iHCYNiHy (Hanpuknazg, niornitasoH abo Woro cinb
(nepeBaxHO rigpoxnopua), pornitasoH abo Woro cinb (NepeBaxHo Mmanear), Tesarnitasap,
Pararnitasap, Myparnitazap, EparnitasoH, MetarnigaceH, Hasernitasap, AMG-131, THR-0921),
iHridiTopn anbda-rnioko3naasm (Bornidoosa, akap6osa, mirniton, emirnitar), GiryaHian (meTtdopMiH,
Oycopmin, abo ix coni (rigpoxnopua, dymapart, CYKUMHAaT)), CTUMYNATOPU CeKpeuii iHCymiHy
[Hanpuknag, cynbgoHincevoBnHa (Hanpuknag, Tondoyramig, rnideHknamig, rniknasma, xnopnponamia,
Tonasamig, aueTtorekcamig, rnikonipamig, rnimenipug, rninisug, rmibyson), penarniHig, HaTerniHig,
MiTirniHig abo rigpat ix kanbuieBuMx conemn|, iHriditopn gunentuamn nentugasu IV (Hanpuknag,
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AnornintuH, BigarnintnH, CutarnintuH, CakcarnintuH, T-6666, TS-021), B3 aroHictu (Hanpuknag, Ad-
9677), GPR40 aronictn, GLP-1 aroHictn [Hanpuknag, GLP-1, areHt GLP-1MR, NN-2211, AC-2993
(ekceHanH-4), BIM-51077, Aib(8,35)hGLP-1(7,37)NH2, OX1131] aroHictTu aminiHy (Hanpuknag,
npamniHTvMa), iHriditopu docdoTmposnHgocdartasm (Hanpuknag, BaHagaT HaTpito), iHriGiTopu
rnoKoHeoreHesy (Hanpuknag, iHriditopy rnikoreHdocdopunasm, iHribiTopyn rmnwoko3o-6-gocdarasmy,
aHTaroHictTu rntokarony), SGLUT iHribiTopn (Hanpuknag, T-1095) (koTpaHcnopTep HaTpin-riokosa),
iHridiTopn 11-6eTta-rigpokcuctepoig-gerigporeHasn (Hanpuknag, BVT-3498), agunoHekTuH abo 1ioro
iHridiTop, iHridiTopn IKK (Hanpuknag, AS-2868), npenapaTtv, WO MOMINWYTb TOMEPAHTHICTL A0
NenTUHY, aroHiCTU peLenTopiB COMAaTOCTaTMHY, akTUBATOPW FMOKOKiHA3M (Hanpuknag, Ro-28-1675),
GIP (rntoko3o-3anexHui iHCyniHOTPONHWI nenTua) i T. .

Ak TepaneBTUYHI areHTV And giabeTnyHNX ycknagHeHb MOXYTb ByTun 3ragaHi iHribiTtopn anbgoso-
pegyktasu (Hanpuknag, TonpecTtaT, enanpecTtaT, 3eHapecTtaTt, 3ornonpecrtaTt, MiHanpecTar,
dipapectart, CT-112, paHipectaT (AS-3201)), HermpoTpodpivHi akTopm i NnpenapaTu, WO 36inbLWyoTh
ix (Hanpuknag, NGF, NT-3, BDNF, npomoTtopu cekpeuii HenpoTpodiHy, onucani B8 WO01/14372
(Hanpuknag,  4-(4-xonopdeHin)-2-(2-meTun-1-imigasonin)-5-[3-(2-meTundeHokcu)nponinjokcason)),
iHricitopn PKC (Hanpuknag, pybokcuctaypuHy me3unar), iHribitopy AMN® (Hanpuknag, ALT946,
nimareauH, 6pomig N-cpeHaumnTiasonito (ALT766), EXO-226, nipngopvH, NipugokcamiH), akuenTopu
aKTMBHOIO KWCHIO (Hanpuknag, TiOkToBa KucnoTa), uepebpanbHi Basogunatatopu (Hanpwuknag,
Tianypua, MEKCUNETUH), aroHiCTM peuenTopiB comartocTaTvHy (Hanpuknag, BIM23190), i iHribiTopm
anonTo3 cUrHanbHOI peryntoBanbHOi KiHa3n-1 (ASK-1).

Ak aHTUrinepTeH3nBHI areHTN MOXyTb OyTW 3ragaHi iHribiTopy aHrioTEH3MH MNepeTBOPIYOro
depMmeHTa (Hanpuknag, KanTompwn, eHananpwn, Qgenanpun), aHTaroHiCTM aHrioTeHsuHy |l
(Hanpuknag, KaHgecapTaH UinNekceTwun, nosapTaH, enposapTaH, Banb3apTaH, TenmisapTtaH,
ipbecapTaH, onmesapTtaH, MegoKcoMin, TasocapTaH, 1-[[2'-(2,5-aurigpo-5-oxo0-4H-1,2,4-okcagiason-3-
in)6icbeHin-4-injmetun]-2-etokeun-1H-6eH3oimigason-7-kapboHoBa kucnota), GrokaTtopu KanbLieBUX
KaHaniB (Hanpuknazg, MaHigunid, HipeauniH, HikapAuniH, amnogwniH, edroHiguniH), PO3KpuBaui
KanieBux kaHaniB (Hanpwvknag, neekpoMakanim, L-27152, ALO671, NIP-121), kKnoHiguH i T.n.

Sk areHTU NPOTK OXMPIHHA MOXYTb ByTW 3rafaHi, Hanpuknag, areHTu NPoTU OXMPIHHS, Lo OiloTb
Ha LUeHTpanbHy HEepBOBY cUCTeMy (Hanpuknag, AekcdeHdnypamiH, deHdnypamiH, eHTepMiH,
cubyTtpamiH, amdenpamMoH, pAekcamdeTamiH, MasuHZon, deHinnponaHonamid, krnobeH30pekc;
aHTaroHictTu peuentopis  MCH (Hanpuknag, SB-568849; SNAP-7941; cnonyku, onucaHi B
WO001/82925 i WOO01/87834); aHTaroHicTn Herponentuay Y (Hanpwuknag, CP-422935); aHTaroHicTu
kaHabiHoigHWX peuenTopis (Hanpuknag, BP-141716, BP-147778); aHTaroHictu rpeniHy; iHribitopmn 11-
OeTa-rigpokcucTepoig gerigporeHasun (Hanpuknag, BVT-3498)), iHribiTopy naHkpeaTMyHOI ninasu
(Hanpuknag, opnictaT, uetunictat (ATL-962)), B3-aroHictu (Hanpuknag, AJ-9677), aHOpPEKCUreHHi
nentuam (Hanpuknag, nentud, CNTF (uiniapHuin HeMpPOTPOMIYHMI HAKTOP)), arOHICT XONEUUCTOKIHIHY
(Hanpuknag, niHTuTpunT, FPL-15849), iHribiTopn 3acBoeHHA ki (Hanpuknag, P-57)i 1. n.

Ak piypeTrkn MoxXyTb 6yTU 3rafaHi, Hanpuknag, NoxigHi KcaHTWMHY (Hanpukniag, caniuunar HaTpito
i TeoOpoMmiH, Kambuito caniyunat i TeobpomiH), TiasugHi npenapatyM (Hanpuvknag, eTia3ug,
LUUKIONeHTia3na, TpuxropmeTiasvg, rigpoxnopTiasug, rigpodnymeTiasng, G6eH3aunrigpoxnopTia3ng,
neHdnyTiang, nonitiasua, MeTukNoTiasng), aHTUManbAOCTEPOHOBI  npenapatu  (Hanpuknag,
CMipOHONAKTOH, TpiamTepeH), iHribiTopu kapboHaT-gerigpatasu (Hanpuknag, aueTtasonamig),
xnop6eH3oncynbgoHamigHi npenapaTu (Hanpuknag, xnoptanigoH, medpysng, iHganamig), asocemia,
isocopbig, eTakprMHoBa KucnoTa, nipetaHig, 6ymetania, dypocemig i T. n.

Ak ximioTepaneBTUYHi areHTM MOXyTb OyTu 3ragaHi, Hanpuknag, arnkinyBanbHi areHTu
(Hanpuknag, uuknodocdamia, idocdamin), meTaboniyHi aHTaroHiCTM (Hanpuknag, meToTpekcaT, 5-
dTopypauun i ix noxigHi (Hanpuknag, ypTynoH, Heo-DypTynoH)), ApOTUNYXMMHHI aHTMBIOTUKM
(Hanpvknag, MiTOMIUWH, agpiaMiumH), ankanoign (Hanpuknag, BiHKPUCTWH, BiHOE3WH, Takcos), LuMC-
nnaTtuH, kapbonnaTuH, eTono3ng i T. n.

Ak iMyHOTepaneBTWYHI areHTU MOXyTb OyTWM 3ragadi, Hanpuknag, MiKpoopraHiamu abo
OakTepianbHi KOMMOHEHTU (Hanpuknag, noxigHi mypamin  gunentugy, [MiynbaHin), iMyHOreHHi
nonicaxapuau (Hanpvknag, NeHTUHaH, Wn3odinaH, KPeCTUH), LUTOKIHK, OTpUMaHi cnocobamu reHHoi
ixkeHepii  (Hanpuknapg, iHTepdepoH, iHTepnenkiH (IL) (Hanpuknag, IL-1, IL-2, IL-12)),
KOMnoHiecTumyrnioBanbHi  daktopu  (Hanpuknaz,  rpaHynouuMT-KONOHIECTUMYIIOUNA  dhaKTop,
€pUTPOMOETHH) i T. M.

Ak aHTUTPOMBOTMYHI areHTn MOXyTb ByTu 3ragaHi, Hanpuknag, renapvHu (Hanpvknag, renapuvH-
HaTpin, renapuH-kanbUiA, AdanbTenapuH-HaTpin), BapdapuvHM (Hanpuknag, BapdapuH-kanin),
npenapaTtn aHTUTPomOGiHy (Hanpuknag, aparatpobaH), TPOMBONITUYHI areHTU (Hanpuknag, ypokiHasa,
TM30KiHA3a, anbTennasa, HaTennasa, MOHTennasa, namirennasa), iHribitopu arperauii TpomMmoGoLMTIB
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(Hanpuknag, TiknoauniHy  rigpoxnopua,  UMMoOCTason,  eTuniko3aneHTaT, ©epanpocT-HaTpin,
capriorpenarTy rigpoxnopua) i T. n.

Ak TepaneBTUYHI areHTU Ansi OCTeonopo3y MOXYTb OyTw 3ragaHi, Hanpuknag, anbgakanbuMaon,
KanbuuTpion, ernbKkaToHiH, KanbLMTOHIH Jlococs, ecTpiofi, inpudcdnaBoH, AWHATPIA pu3egpoHar,
namigpoHaT HaTpin, rigpat aneHgpoHaTy HaTpito, iHKapaoHaT ANHATPIN i T.0.

Ak areHTU NpPoTU OeMeHUii MoXyTb OyTK 3ragaHi, Hanpuknag, TakpuH, AOHene3wsl, pUBacTUIMiH,
ranaHTamiH i T. n.

Ak areHTu onsi NikyBaHHSA epPeKTUNbHOT ANCAYHKLIT MOXyTb OyTK 3ragaHi, Hanpukniaa, anoMopdiH,
cingeHadiny untpari T. n.

Ak TepaneBTUYHI areHTV Ans fnikyBaHHA HeTpUMaHHsA cedi abo nonakiypii, MoXyTb ByTu 3ragaHi,
Hanpuvknag, rigpoxnopug dnaBokcaTy, OKCMOYTUHIHY rigpoxnopua, NponiBepuHy rigpoxnopua i 1. n.

Ak TepaneBTWMYHI areHTWM Ana nikyBaHHSA Au3ypil MOXyTb OyTW 3ragaHi, Hanpuknag, iHribitopu
aueTunxoniH ectepasu (Hanpvknag, AUCTUrMIH) i T. n.

LlinicHa kancyna paHoro BuHaxogy MoOXe BKMwYaTM ofuH abo bGinblwe BuAiB TBEpPAUX
dapmaueBTUYHO aKTUBHUX iHFPedieHTIB.

KoXXHWU KOMMOHEHT 060NOHKOBOT KOMMNO3ULUii €, Hanpuknaa, 3MillaHUM i PO3YMHEHNM Y BOOHOMY
cepefoBui (Hanpwknag, Boda, €TaHomn i iX Cymiw) i BMKOPUCTaAHWWA ANs BMPOOHMUTBA UinicHOI
Kancynu (ogepXaHuii PO34nH HaNEeXnTb 40 «BOAHOIO PO34MHY OOOMOHKOBOT KOMMO3ULLii»).

KoHLEeHTpaLiss KOMMOHEHTIB OKpiM BOAW B «BOAHOMY pPO34MHi 06ONOHKOBOI KOMMO3ULii» cknagae
nepeBaxHo 15-35 % Bar./Bar. Konu >xenatmH BUMKOPUCTOBYETbLCA HWU3bKOI B'A3KOCTi, KOHLUEHTpaLis
KOMMOHEHTIB MOxe ByTu 36iMnblueHa, Lo y CBOK Yepry CKOpO4Yye 4Yac CyLiHHA nicnsd BMpOOHMUTBA
uinicHoi kancynu. B KOHTEeKCTi BMHaxody Hu3bKa B'A3KICTb cTaHoOBUTL 2-4 Mmlla < cek. B'askicTb
BMMIipIOBanu, Hanpvknag, 3rigHo cnocoby, onucaHomy B JIS.

(PignHa-Hocin)

Ons BMpobHMUTBA LiNICHOT KanCcynn AaHOro BMHaxo4y MOXe 3aCTOCOBYBATWUCH «PigvHa-HOCI»,
3a3BM4Yail BUKOPUCTOBYBAHA B L ranysi .

Mpuknagn «piavHN-HOCIA», 3BUYAMHO BUKOPUCTOBYBAHUX B LN ranysi, BKNOYaloTb MacrsHi
cybcTpaTtu, Taki 9K, Hanpuknag, cepegHbonaHutorosi Tpurniuepuan (MCT), onvBkoBa onis, coeBa
oniq, KykypyAassiHa onis i T.M..

(OpepxaHHs UinicHOT kancynu)

LlinicHy kancyny gaHoro BMHaxody ofepXXyBaru, BUKOPWUCTOBYKOUM SIK MaTtepianu HaBedeHWi
BULLE «BOOHWA PO34YMH» OOOMOHKOBOI KOMMO3MUii i «BMICT KanCcynu», a TakoX KancyroBasbHYy
MaLLMHY, 3BU4aNHO BMKOPUCTOBYBaHyY AN BUpOOHUUTBA UinicHUX kancyn (Hanpuknag, «SPHEREX»,
Freund Corporation), LUNSXOM 3aHyptOBaHHS B PiAVHY-HOCIN, BUKOPUCTOBYOUN MHOXMWHHI Hacagku ons
000X KOMMOHEHTIB.

Binbw getanbHO, «KancyrnbHWWA BMICT» BUTIKGB 3 BHYTPILIHLOI HacagkM MHOXWHHMX Hacagok B
PiAVHY-HOCIN | «BOAHWMIA PO34YMH ODOMOHKOBOI KOMMO3WLii» Bif 30BHILIHbLOI HACag4KU B PiOUHY-HOCIN
Npv MOCTINHIN WBWAKOCTI, piauHy UMX OBOX WapiB pakuioHyBanu 3 NeBHUMW iHTepBanamu, wob
YTBOPUTU Kpanenbku 3 MiKGa3HMM HaTAroM, i 30BHIWHIN OOOMOHKOBMIA AP XenaTuHi3yBamnm
OXOIOKEHHAM, OO ogepxaTu winicHi kancynu. OTpuMMaHi LinicHi Kancynm oxonogyKysanu NpoTarom
HaJaHoro yacy i Cylumnu 0o ogepXaHHs NpoaykTy.

MpoTe, BMPOOHWMUTBO LIMNICHOI Kancynu [OaHOro BWHaxo4y He OOMeXeHe TakuM Ccrnocobom
BUPOOHMLTBA | MOXE TakoXX MPOBOAUTUCS iHLUMM CNOCOOOM, BiZOMMUM B AaHil ranyai.

dopma uinicHOi kancynu 4aHoro BUHaxody € CepuyHOIo, KpannenoaibHow i T. M., AKMMK SaHWN
BUHaXig He OOMEXEHUI.

Po3mip uinicHOI kancynu paHoro BuHaxogy MoXe OyTu BignmoBiAHO CKOPUroBaHWiA BigoMuUM
cnocobom. NepeBara HagaeTbCA Kancyni, WO Mae AdiameTp B Mexax fgiana3ony 1-10 mm, i Ginbla
nepesara - Kancyrsi, Wo Mae giameTp B Mexax gianasoHy 2-6 Mm.

Anst BUpoBHMLTBA LiNiCHOT Kancynu AaHoro BUHaxody NepeBaXHo, WoO TeMnepaTypHi pexvMmu B
MOMEHT YTBOPEHHS Kancynu (6insi MHOXWHHMX Hacafok) BiAMOBIOHO KOHTPOSOBANMCA MNPOTArOM
BUPOOHMLTBA.

Konu ronoBHWiA KOMMOHEHT BMICTY Karncynu nokasyBas HagMipHO HU3bKWIA abo HAagMiIpPHO BUCOKUN
MikdasHMI HaTar npu Temnepatypi npubnuaHo 25 °C, y NOpPIBHSAHHI 3 NPUAHATHUM MiXdasHuM
HaTArom (3okpema, Konm BMICT rOfIOBHOMO KOMMOHEHTA, L0 NoKa3ye HagMipHO HU3bKMIA, abo HagMipHO
BUCOKUI MiKCGDA3HMI HATAr NPpyY BUCOKOMY BMICTi Kancynu) € 30KkpemMa nepeBakHUM Ans BUpOOHMUTBA
BUCOKOSIKICHOT LiniCHOT Kancynu npu BignoBigHOMY TemnepaTypHOMY KOHTPOSi.

Y paHoMy BMHaxo4i MPUAHATHWUIA MiK(pasHMI HaTar CTaHOBUTb, Hanpuknag, 15-50 MH/M Ha
Mixd)asHii NoOBEepxHi 3 BOOAHUM pO34MHOM XenaTtuHy (21,25 % Bar./Bar., 50 °C). MixdasHuin HaTar
HV)KYe LbOro piBHA MOXe OyTu KnacudikoBaHWUM SK TaKMN, WO € «HaAMIPHO HU3BbKUMY, | MiKdasHUn
HaTar, BULLMA 3a Uen piBeHb, MOXe OyTu knacudikoBaHMM SK TakuKW, WO € «HAAMIPHO BUCOKUMY.
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MixxcdhasHuii HaTar moxe OyTVM BU3HAYEHWN, HaNpuKnag, Bulle3asHadeHuM crnocobom. Lle umncnose
3HAYEHHS € MOKA3HMKOM, SIKMM 3MIHIOETBCA B Mexax [OMyCTUMOro fiana3oHy 3anexHo Bid Buay
BMICTY Kancynu, LWo4o SKoro AaHui BUHaxig 3actocoBHUW. PaxiBui B AaHil ranysi MOXyTb po3rnsagaTti
notpeby TepmoperynoBaHHA $K TMNPUUHATHY B KOHKPETHMX Bunagkax, [ge QdaHui BuHaxig
3aCTOCOBYETbLCS.

LlinicHa kancyna gaHoro BMHaxogy MOXe A0AAaTKOBO MaTu OOONIOHKOBMWI Liap, BiNbHWA Bif
dapMaLeBTUYHO aKTUBHOIO iHrpefdieHTa Ha 30BHILLHI CTOPOHI OBGONMOHKOBOrO Lapy Kancynu, Lo
BKMOYae TBepAMi hapMaueBTUYHO aKTUBHWUIA iHrpedieHT, AucneproBaHmin Tam. Ak o60NOHKOBUI Lwap
BUKOPUCTOBYETLCS HWXKYE3ragyBaHe NOKPUTTS .

(MokpuTTA)

Y ogHoMy 3 BTiNeHb UinicHa Kancyna 4aHoro BUHaxoay moxe 6yt JoaaTKoBO BKpUTa 0H6OMOHKOK
3 METO NErkocTi 3aCTOCyBaHHS, 36inblUeHHA MILHOCTI npenapaTy, KOHTPOMNIOBAHHA PO3YMHHOCTI i
T.n.. Wap nokputTs, AKMA YyTBOPEHUIN 30BHI 0HGOMOHKOBOrO LUapy Kamncynu, MOXe MicTutn abo He
MICTUTW (bapMaLEeBTUYHO aKTUBHUN iHFPESIEHT.

Y uinicHin kancyni (C) paHoro BuHaxogy TBepaui apmMaueBTUYHO aKTUBHUIA iHrpedieHT
MICTUTBCSl B LUapi MOKPUTTS 3aMicTb ODOMOHKoOBOro wapy. TobTo, uinicHa kancyna (C) mae wap
NOKPUTTS, WO BKItoYae oguH abo Ginblie BuaiB TBepaAMx dhapMaueBTUYHO aKTUBHUX IHIPEAIEHTIB, Ha
30BHILLHI CTOPOHI 0BONOHKOBOrO LIapy Kamncynu, BinbHiA Big TBepaoro dapMaueBTUYHO aKTUBHOIO
iHrpegieHTa.

LlinicHa kancyna (C) moxe 6yTn ogepaHa 3a HaCcTyNnHUMM CTadisgsMu:

1) omepxyloTb TMM Xe camMuMm CrnocoboM, sk B HaBedeHMX BuULIE CTafiax LUinicHy kancyny
(kancyny, WO MICTUTb pigKMN hapMaueBTUYHO aKTMBHWUW iHFPEdieHT), Wo mMae oBOonoHKOBUN Lwwap,
BiNTbHWI Big TBEpOOro hapmaueBTUYHO aKTUBHOIO iHIPeaieHTa;

2) TBepavn hapMaLEeBTUYHO aKTUBHUI iHrPedieHT i OCHOBY ANsl MOKPUTTS, Ae HeobxigHo, nobaBky
ANs NOKpUTTH, AncneprysBany abo 3miyBanu 3 iHEPTHUM PO3YMHHUKOM (Hampuknag, BoAaa, eTaHon
abo ix cymiw), wob ogepxaTu AMCNEPCII0 PO34YMHY OIS MOKPUTTA TBEPOOro apmMaueBTUYHO
aKTMBHOIO iHrpegieHTa (oe TBepanin dhapmaueBTUYHO aKTUBHUM IHIPedieEHT MoXe OYyTU pO3YMHEHUN B
PO34MHI ANsi NOKPUTTSA);

3) po3nunaTb PO3YNH ANA MOKPUTTSH, OAepXaHUW Yy BULLleHaBedeHin cTagil 2), Ha Kancynu,
oflepXaHi y HaBefeHin Bulle cTagii 1), 3aCTOCOBYOUU POTOPHUIA TPAHYNATOP 3 MCEBAO3PIAXKEHUM
wapom (Hanpuknag, MP-10 ; POWREX CORPORATION) i BucyLuytoTb.

Y uinicHux kancynax (A) i (B) paHoro BuHaxody Lwap MOKPUTTS MEepeBaXHO He MIiCTUTb
dapmaLeBTUYHO aKTUBHUI iHTPEAIEHT.

Konu wap nokputTs, BiNbHWWA Big apMaueBTUYHO aKTUBHOIO iHrpefieHTa, YTBOPIOETLCA Ha
uinicHnx kancynax (A) i (B), moxe BMKOPUCTOBYBaTUCHA HaBedeHWW Bule crnocid BMPOGHWUUTBA
uinicHoi kancynu (C), Wwo BukNoyae TBepAnN hapmaueBTUYHO aKTUBHWUIA IHIPeaiEHT.

lMepeBaxHi NpukNagn OCHOB AN MOKPUTTS BKMOYAKTb LIYKPOBY OCHOBY AN MOKPUTTS,
rigpocontobinbHy MNNiBKOBY OCHOBY Afsi MOKPUTTS, €HTeparibHy MMiBKOBY OCHOBY ANsl MOKPUTTS,
NPOTOHTOBAHOIO BMBINTIbHEHHSI NNIBKOBY OCHOBY AJ1A MOKPUTTS i T. M.

AK UyKpoBY OCHOBY [ANsi MOKPUTTS BUKOPUCTOBYKOTb Caxapuau i LYKPOBI CNUpPTM, Taki SK,
Hanpuknag, caxapo3sa (30kpema, Oinui M'skniA Llykop, LyKOp-MiCOK), MaHiT, eputpuTon i T. N., i oauH
abo kinbka BWAIB, BUOpaHi i3 HACTYMHUX pEeYOBWMH: TanbK, KpucTaniyHa uentonosa (3okpema
MIKpOKpUCTaniyHa Uernonosa), ocampkeHun kapboHaT kanbuilo, XenatuH, rymiapabik (3okpema,
rymiapabikoBui nNOpoOLUOK), TApOKCUMPONINMETUNLENONo3a, oKkeug TUTaHy, NnynynaH, KapHaybcbkui
BiCK i T. M., MOXYTb BMKOPMUCTOBYBaTUCH B KOMGiHaU;i.

Ak rigpocontobinbHa nniBkoBa OCHOBA AN MOKPUTTA MOXYTb OyTu 3rafaHi noniMepu Lentonosu,
Taki AK, Hanpuknag, rigpoKCUMNPOMINUentonosa, rigpoKkcMnponinMeTunuentonosa (Hanpuknag,
rinpomenosa 2910), rigpokcieTunuentonosa, MeTUNTigpoKcieTunuentono3a i T. M., CUHTETUYHI
nonimepun, Taki K, Hanpuknag, gieTunamiHoaueTaT MoniBiHINaueTanto, amMiHoankinMeTakpunaTHWUIA
cnisnonimep E [Eudragit E (ToproBa HasBa)l, nonisiHinmiponigoH i T. n.; nonicaxapuau, Taki sk,
Hanpuknag, nynynaH, anbriHat HaTpitlo i T. N.; i T. n.

Ak eHTepanbHa NniBKOBa OCHOBa AN MOKPUTTA MOXYTb OyTW 3ragaHi, Hanpuknag, nonimepwu
Lenonosu, Taki K, Hanpuknag, riZpPOKCMNPONINIMETUILENIONO3M dpTanar,
rifpOKCUNPONINIMETMILENIONO3M  aueTaTCcykumMHaTt, KapbokcMMmeTunuentonosa, @Tanat aueTarty
Lenonosun i T. M.; NoniMepn akpwuroBOi KMCMNOTK, Taki SK, Hanpuknag, cnisnonimep L mMeTakpunosoi
kncnotu [Eudragit L (Toproa Ha3a ToBapy)], cnienonimep LD meTakpunoBoi kucnotu [Eudragit L-
30D55 (ToproBa HasBa ToBapy)], cnisnonimMep S meTakpunoBoi kucrotu [Eudragit S (toproea HasBa
ToBapy)] i T. N.; NPUPOAHI NPOAYKTU SIK, HANPUKIaA, Wwenaki 1. m.; i 1. n.

Ak nniBkoBa OCHOBa MPOSIOHIOBAHOrO BUMBIMIbHEHHSA A7 MOKPUTTS MOXYTb OyTu 3ragaHi,
Hanpuknag, noniMepu Uenonosn, Taki SK, Hanpuknag, eTunuentonosa i T.n.; noniMepu akpurosol
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KMCNOTK, Taki SK, Hanpwuknag, amiHoarnkinmeTtakpunaTHuin cnisnonimep RS [Eudragit RS (toprosa
Ha3Ba ToBapy)], cycneHsiqa cnienoniMepa eTunakpunaT-meTunMeTakpunart i 1. n.; i 7. n.

MepeBaxHi npuknagn p[obaBoK AN MOKPUTTS BKIOYaOTb €KpaHyBambHi areHTn, Taki sk,
Hanpuknag, okcug TuTaHy i T.M., 6apBHUKW, Taki SK, HaNpuknag, YepBOHUA OKCUA 3ari3a, >KOBTUN
oKkcup 3anisa i T.n.; nnactudikatopn, Taki K, HanpuKnag, nonieTuneHrnikons (Hanpuknan, Makporosb
6000), TpueTunuMTpaT, KacTopoBa oflis, nonicopdatu i T.M.; OpraHiYHi KUCNOTW, Taki AK, Hanpuknag,
NIMMOHHa KUCIoTa, BUHHA KMUCMoTa, sibnyyHa kucnota, ackopbiHoBa kucnota i T. M., i T. M.

HaBepeHi Buwe nobaBkm BUKOPUCTOBYIOTLCS B CyMmili ABoX abo Oinblie ix BuAiB y BignosigHOMY
CNiBBigHOLLUEHH.

Ona BupobHMUTBaA LINICHOI Kancynu [aHoro BWHAxXody onepauii Taki, K, Hanpuknag,
ANCNepryBaHHs, nepemillyBaHHs, MOKPUTTS i T. M. BUKOHYKOTbCA 3rigHO 3 3aranbHONPUAHSATHUMM
crnocobam , BUKOPUCTOBYBAHMMM Y dhapMaLeBTUYHIN ranysi.

AduncnepryBaHHA MOXe 34INCHIOBATUCH, Hanpuknag, BUKOPUCTOBYHOUM AucneprysanbHUiA anapar i
T. N

MepemiwyBaHHsA  MOXe  3[4INCHIOBATUCA, Hanpuknag, BWKOPUCTOBYKOYM  NpUCTpIn Ans
nepemillyBaHHSA K, HaNpWKag, nponenepHa Miwarka, CTPWKHEBUI nepemillysad i T. n.

[MokpuTTa MOXe 3AINCHIOBATUCH, Hanpwuknag, BUMKOPUCTOBYKOUM FPAHYNATOP MNCEBOO3PIMAXEHOro
wapy, anapaT 4515 HaHEeCEeHHs NOKPUTTS i T. n.

Konn obGonoHkoBa KOMMNO3uUiss MIiCTUTb TBepaui capMaueBTUYHO aKTUBHWUM IHTPEedieHT, Mix
BMICTOM Karncynu i wapomM obONoHKM Kancynu Moxe OyTW YTBOPEHMWIA HEAKTUBHMIA MPOMIDKHUIA Liap,
wob yHUKaTU B3aemofii, BMKNMKAHOI KOHTAKTYBaHHAM pigkoro dapmaueBTUYHO aKTUBHOIO
iHrpedieHTa B kancyni i TBepaoro papmauleBTUYHO aKTUBHOIO iHrpedieHTa B 060M0HUji Kancynw.

MpomikHUM wap moxe OyTn yTBOpEHWM (POpMyBaHHAM OAHOYACHO 3 LWAPOM OOOMOHKM, LU0
MICTUTb (bapMaLeBTUYHO aKTUBHWUWA iHIPEAIeHT, BuLLe3a3HavYeHa 0b60MNoHKOBa KOMMO3WLUIS € BiflbHO
Big hapmMaueBTMYHO aKTUBHOIO iHrpefieHTa, OCHOBa Ans MokpuTTa i/abo gobaBka Ans MOKPUTTS
3aCTOCOBYIOTLCS SK MaTepianu, BUKOPUCTOBYHOUN MHOXMHHI HAcCaZ KN NPOTAroM YTBOPEHHS Kancyrnu.

CniBBigHOLWEHHSA KOMMOHEHTIB OOOMOHKOBOrO LWapy Kancynu OO0 FOTOBOro npenapaty Moxe
3MiHIOBaTUCS 3 METOI KOHTPOMIOBAHHSA PO3YMHHOCTI hapMaLeBTUYHO aKTUBHOIO iHIrpedieHTa.

CniBBigHOLIEHHSA KOMMOHEHTIB ODONOHKOBOIO LWAPY, BINIbHOrO Big hapMaueBTUYHO aKTMBHOMO
iHrpedieHTa, SKUM YTBOPEHWUA 30BHi OOOMOHKOBOrO LIApy Kancynu, 4O roTOBOro fnpenapaTty Moxe
3MiHIOBaTUCS 3 METOI KOHTPOMIOBAHHSA PO3YMHHOCTI hapMaLeBTUYHO aKTUBHOIO iHIrpedieHTa.

LlinicHa kancyna gaHoro BuHaxogy mMoxe OyTu nomiwleHa y pi3Hi Kancynu (Hanpuknag, Teepay
kancyny).

LlinicHa kancyna pgaHoro BuHaxody i Kancyrna, HamoBHEeHa LiiCHOK Kancyrow, MOXYTb maTu
Mapky abo nitepy ans igeHtudikawii.

KancynbHuin npenapat [JaHoro BuHaxogy Moxe 6yt 6e3neyHo npu3HavYeHuMn CccaBLsM
(Hanpuknag, muwam, Lwypam, Kponsim, koTam cobakam, KOpoBam, KOHSAM, MaBnam, foasam).

[os3a uinicHOT kancynu pJaHoro BMHaxod4y MOBMHHA MaTh e@EKTUBHY KifbKICTb KOXHOro
dapmMaLeBTUYHO aKTMBHOrO iHrpedieHTa, SKui MICTUTbCHA B LiNiCHIM kancyni. YactoTa BBeAeHHS
uinicHol kancynu gaHoro BMHaxody BuLLe3rajaHuM CCaBUSAM B OOUH [eHb 3MIHIOETbCS 3anexHo Bif
BflacTMBOCTEN hapMaLEBTUYHO aKTUBHOIO iHrpedieHTa, SKMi B Hii MICTUTBCS, | 3a3BUYall CTaHOBUTL
1-3 pa3n Ha geHb.

Ak koHKpeTHUI npuknag, edekTnsHa kKinbkicte ETUJIOBOIO ECTEPY 90 OMETA-3-KNCJIOTU
cknagae 100-6000 mr/geHb anga gopocnoro (Bara Tina 60 kr).

EdekTvBHa KinbKiCTb nanakeicTaTy aueTaty CTaHoBWTb, Hanpuknag, 1-100 wmr/goeHb Aans
popocnoro (Bara Tina 60 kr).

EdekTnBHa KinbkiCTb CTaTMHY CTaHOBUTL, Hanpuknag, 1-100 mr/geHb anga gopocnoro (Bara Tina
60 «r).

KinbkicTb ULinMiCHUX Kancyn, siKi BXMBalOTbCA 3a NPU3HAYEHHSIM, BIAMOBIAHO BCTAHOBMOETHCS
3rigHO BMICTY hapmaueBTUYHO aKTUBHOrIO iHrpedieHTa B O4Hi kancyni.

Konu pekinbka UiNiCHMX Kancyn BXWBaKTbCA 3a MPU3HAYEHHAM, UiniCHI Kancynu B KinbKOCTI,
HeoOXigHIN AN OQHOro NPU3HAYEHHsS, MOXYTb, 3aMOBHEHI B oauH abo gekinbka nakeTiB abo kancyn
(Hanpuknapg, TBepai kancynu).

KoHKpeTHi npuknaaM neBHOI MNepeBaXHOI UiNiCHOI Kancynu [JaHoro BMHaxoy BKMKYalThb
HaCTYyNHi:

uinicHa kancyna (B), wo mictute 25 mr ETUJIOBOIO ECTEPY 90 OMEIA-3-KUCJTIOTWU i 1,25 mr
nanakeicTaTy aueTaTy Ha Kancyny;

uinicHa kancyna (B), wo mictnte 25 mr ETUIIOBOIO ECTEPY 90 OMETA-3-KUCJTIOTU i 2 mr
CMMBAacCTaTUHY Ha Kancyny;
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uinicHa kancyna (B), wo mictute 25 mr ETUNOBOIO ECTEPY 90 OMEIA-3-KNUCNOTN i 2 mr
aTopBacTaTMHY Ha Kancyny;

uinicHa kancyna (A), wo mictutb 25 mr ETUJIOBOIO ECTEPY 90 OMEIA-3-KUCJTIOTWU i 1,25 mr
nanaksicTaTy aueTaTy Ha kancyny;

uinicHa kancyna (A), wo mictnte 25 mr ETUIIOBOIO ECTEPY 90 OMEIA-3-KUCITIOTU i 2 mr
CMMBacCTaTMHY Ha Kancyny;

uinicHa kancyna (C), wo mictntb 25 mr ETUNOBOIO ECTEPY 90 OMEIA-3-KUCJTOTU i 1,25 mr
nanaksicTaTy aueTaTy Ha Kancynyj; i

uinicHa kancyna (C), wo mictute 25 mr ETUJIOBOIO ECTEPY 90 OMEIA-3-KUCINOTW i 2 wr
CMMBACTaTMHY Ha Kancyny.

3 TOukM 30py OAHOPIAHOCTI i cTabinbHOCTI BMICTY KOXHOro apMaueBTU4YHO aKTUBHOIO
iHrpeaieHTa NpoTaArom TpmBanoro 3bepexeHHs nepeBara HagaeTbea LinicHum kancynam (A) i (C).

3 TOYKM 30py CNPOLLEHHS cTadin BupobHMLTBa NnepeBara HagaeTbes UinicHiv kancyni (B).

Mpuknagu

[aHnn BUHaxig NOACHIOETbCA AeTanbHilwe B HacTynHux [Npuknagax, KOHTponbHMX npuknagax i
OuiHtoBanbHKX NpuUKnagax, gki He MatTb OyTV TNyMadeHi Sk 0OMexXyBarbHi.

Ak pobGaBkm p[o npenapatiB B HacTynHux [puknagax i  KoHTponbHMX npuknagax
BMKOpUCTOBYBanucs nobasku, nepeniyveri y Japanese Pharmacopoeia Fifteenth Edition, Japanese
Pharmacopoeia Pharmaceutical Codex abo Pharmaceutical Excipients 2003.

Y HacTynHux MNMpuknagax cniBBigHOLWEHHS Y KOMNO3WULiT N0gaHOo SIK BaroBe CniBBiAHOLLEHHS.

Mpuknag 1

3rigHo i3 cniBBIAHOLWIEHHSAM Y KOMMO3uUii B HAacTynHin Tabnuui 1 6yna ogepxaHa uinicHa kancyna
(B) oaHoro BuHaxoay.

XKenatuH (cuna reneytBopeHHs 250 r) (2548,3 r), koHueHTpoBaHui rnigepuH (300,7 1), po34ymH
copbitony (214,8 r) (TBepamn BmicT: 150,36 r), i xoBTn BapBHuk Ne 5 (0,63 r), posumHAnn y
oumwleHin Bogi (6935,56 r), HarpiBanu go 52 °C, i cymiw geradyBanu npu 3HMKEHOMY TUCKY, 0O
ofepxaTu BOAHUI pO34nH 0OOMOHKOBOI KOMMO3WNLIT.

Ho ETWJIOBOIO ECTEPY 90 OMEIA-3-KUCINOTW (6000 r) gomaBanv MOpPOLLKOMOAiIOHWUNA
nanakeictaty auetat (300 r), i TBepaun dapmaueBTUYHO aKTUBHUIW IHrpedieHT aucneprysanu,
3acTocoBylouM gucnepryBansHuin anapat (BupobHuutea POLYTRON, KINEMATICA AG), wob6
ofepxaTtu BMICT Kancynmu.

BukopucToBytoun anapat gnsd supobHuuTsa uinicHol kancynu (SPHEREX, BupobHuutsa Freund
Corporation), uinicHy kancyny ogepxysanu 3 BOOHOrO pO34MHYy OBOMOHKOBOI KOMMO3wWUii i BMICTY
kancynu. Bukopuctosytoum MCT gk piguHy-HOCIW, KancymnoBaHHA 3AdicHoBanu no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu Gynu oxonogxeHi B pedpwrkepaTopi, i BUCYLEHi B cywapui, NOKM BOAHA
aKTMBHICTb He gocdrna He binbwe Hix 0,2. MNoTiM piguHy-HOCIA Ha NOBEPXHI kancynu BUTUpanu, wob
ofepxaTu uinicHi kancynu (B) gaHoro BuHaxody, wo Mmictate 25 mr ETUNOBOIO ECTEPY 90
OMETA-3-KUCJTOTW i 1,25 Mr nanaksicTaTty aueTtaTy Ha kancyny.

Tabnuusa 1
CMiBBIAHOLIEHHS Y KOMNO3ULii ()
90 eTnnoBi ectepn omera-3-K1CrnoTu 1000,00
nanaksictaTy aueTaT 50,00
XenatuH (cuna reneytsopeHHs 250 r) 363,56
KOHLEHTPOBaHWI rniuepuH 42,90
copbiton 21,45
XOBTUN GapBHMK Ne 5 0,090
ovuLlieHa Boaa 998,67

Mpuknag 2

3rigHo i3 cniBBIAHOLWEHHSIM Y KOMMO3uLUii B HAaCTynHin Tabnuui 2, 6yna ogepxaHa uinicHa kancyna
(B) paHoro BuHaxoay.

KenatuH (cuna reneyTBopeHHs 261 rpam) (6372,0 r), kOHUeHTpoBaHui rniyepuH (750,0 r),
po3uunH copbitony (540,0 r) (TBepaun BmicT: 378,0 1) , i xoBTUN BapBHUK Ne 5 (1,56 r), po3unHaANM y
ounwleHin Bogi (22338 r), HarpiBanu go 52 °C, i cymiw perasyBanu npu 3HWKEHOMY TUCKY, LIOO
oAepKaTu BOAHMI PO34MH 0OO0NOHKOBOI KOMMO3WL.

o ETUIIOBOIO ECTEPY 90 OMEIA-3-KUCINOT W (3000 r) mopmaBanv MOpoLLKOnogibHwWi
cumBacTtaTtuH (240 r), | TBepani hapMaLeBTUYHO aKTUBHUI iHrpeaieHT gucneprysanu, 3acTOCOBYOUU
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ancnepryBanbHuin anapat (BupobHuutea POLYTRON, KINEMATICA AG), wob opepxatu BMICT
Kancynu.

BukopucTtoBytoun anapat ansa BupobHuuTea uwinicHoi kancynu (SPHEREX, BupobHuuTtea Freund
Corporation), uUinicHy Kancyny ogep)yBanu 3 BOOHOIO PO34MHY OOOSIOHKOBOI KOMMO3WUil i BMICTY
kancynu. BukopuctoBytoun MCT sK pignHy-HOCI, KancynioBaHHS 3AiicHOBanM no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu 6ynu OXonomkeHi B pedpwkepartopi i BUCYLIEHi B cyllapui, NOKM BOAHA
aKTUBHICTb He gocsrna He Binbwe Hixk 0,2. MoTimM pignMHy-HOCIn Ha NOBEPXHI Kancynu BuTupanmu, wob
opepxatun uinicHi kancynu (B) gaHoro BuHaxogy, wo Mictate 25 mr ETUNIOBOIO ECTEPY 90
OMETA-3-KUCNOTW i 2 mr cumBacTaTvHy Ha Kancyny.

Tabnuuga 2
CniBBiAHOLIEHHSA y KOMNO3uLii ()
90 ETWUIIOBI ECTEPU OMETA-3-KUCJIOTU 1000,00
cumMBacTaTuH 80,00
XenatuH (cuna reneytBopeHHs 261 rpam) 360,16
KOHLEHTPOBaHUN rnilepuvH 42,39
copbiton 21,37
XoBTun 6apsHMK Ne 5 0,088
ouuLlieHa Boaa 1271,74

Mpuknag 3

3rigHo i3 cniBBigHOLIEHHAM Yy KOMMNO3uMUii B HAcTynHin Tabnuui 3 6yna ogepxxaHa UinicHa kancyna
(B) oaHoro BuMHaxoay.

XKenatnH (cuna reneytBopeHHs 261 rpam) (3186,0 r), koHueHTpoBaHwui rniyepuH (375,0 ),
po3unH copbitony (270,0 r) (tBepaun BmicT: 189,0 r), i »xoBTuNn 6apeHMK Ne 5 (0,78 r), po3unHsanm y
ouvwleHin Bogi (11169 r), HarpiBann go 52 °C, i cymiw perasyBanu npu 3HWKEHOMY TUCKY, LL0O
ofepXxaTu BOAHWI PO34nH OOOMOHKOBOI KOMMNO3WULIiT.

o ETWJIOBOIO ECTEPY 90 OMEIA-3-KUCIIOTK (3000 r) gopaBanu MOpOLLKOMOZiIOHUA
aTopBacTaTtuH (240 r), i TBEepaAn hapMaLeBTUYHO aKTUBHUI iHFPedieHT Aucneprysanu, 3acTOCOBYHOYM
avcneprysanbHun anapaT (BupobHuutea POLYTRON, KINEMATICA AG), wob ogepxatu BMICT
Kancynu.

BukopucToBytoun anapaT ansd BupobHuuTtBa uinicHoi kancynu (SPHEREX, Bupobhuuytsa Freund
Corporation), uinicHy kancyny ogepxysanu 3 BOOHOrO po34MHYy OOOMOHKOBOI KOMMO3WLUii i BMICTY
kancynu. BukopuctoBytoun MCT sk piguHy-HOCIA, KancyrnioBaHHS 3AiicHioBann no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu G6ynuM oxonofkeHi B pedpwkepaTopi, i BUCYLIEHi B cylwapui, NOKM BOAHA
aKTMBHICTb He gocsarna He binble Hix 0,2. MNoTiM piguHy-HOCIA Ha NOBEPXHI kancynu BUTUpanu, wob
ofepxaTu uinicHi kancynu (B) gaHoro BuHaxody, wo Mmictate 25 mr ETUINOBOIO ECTEPY 90
OMETA-3-KUCJTIOTW i 2 Mr aTopBacTaTuHy Ha Kancyny.

Tabnvuysa 3
CMiBBIgHOLWEHHS Y KOMNO3MLi ()
90 ETWJIOBI ECTEPU OMETIA-3-KNCINOTK 1000,00
aTopBacTaTuH 80,00
pKenaTuH (cuna reneytBopeHHs 261 rpam) 360,16
KOHLIEHTPOBaHUM rmilepuH 42,39
copbiTon 21,37
PKOBTUI GapBHUK Ne 5 0,088
ouuLLeHa Boaa 1271,74

Mpuknag 4

3rigHo i3 cniBBIAHOLWIEHHSAM Yy KOMMO3uUii B HacTynHin Tabnuui 4 6yna ogepxaHa uinicHa kancyna
(A) oaHoro BUHaxoay.

XKenatuH (cuna reneytBopeHHs 250 r) (7517,5 r), koHueHTpoBaHuin rniuepuH (902,1 r), po3yuH
copbitony (644,4 r) (TBepamn BmicT: 451,1 1), i xoBTnn BapeHmuk Ne 5 (1,859 r), posuuHaAnn y
ounwleHin Boai (20807,8 r), HarpiBann go 52 °C, i cymiwl aerasyBanu npu 3HMXKEHOMY TUCKY, LLO6
OoAepKaTu BUCOKO KOHLEHTPOBaHMI BOAHUA PO34MH 0O60NTOHKOBOT KOMMNO3WLT.
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MopowkonodibHui nanakeictaty auetat (525 r) gogasanu y rapsayy ouuweHny sogy (2000 r), i
cymiw gogasanu y gucnepryBansHun anapat (POLYTRON, supo6bHuutea KINEMATICA AG), wo6
ofepXaTtu avcnepcito TBepaoro papmMaueBTUYHO aKTUBHOTO iHrpedieHTa. Po34vH gogaBanuy y BUCOKO
KOHLIEHTPOBaHUI BOOHWUA PO34nH OBOTOHKOBOI KOMMO3KLi, i CyMill nepemiwyBanu i gerasysanu npu
3HWKEHOMY TUCKY, WOO ogepxaTn BOOHWUA PO3YMH OOOJTIOHKOBOI KOMMO3WLil, WO MICTUTb TBEpOUN
dapmaueBTUYHO aKTUBHUI IHFPedieHT, QUCNeproBaHnin B HoOMy.

[o BogHOro po3unHy o60NMOHKOBOI KOMMO3ULi BUCOKOT KOHLEHTpaLil AodaBany HarpiTy o4uLeHy
Boay. Cymiww po3baensnu oo KoHUeHTpauii TBepgoro BMIcTy 25 % (2 kr ounwieHol Boan, ogaBanu Ha
10 «r), nepemiwyBanu i gerasyBanu Npu 3HWXKEHOMY TUCKY, LWOO opepxaTu BOAHWMWA PO3YMH
06010HKOBOT KOMNO3KLT.

Ak BmicT kancynu sukopuctosysanv 90 ETUITIOBI ECTEPU OMETA-3 KUCIIOTW (5616 ).

BukopucToBytoun anapat ansg supobHuuTsa uinicHol kancynu (SPHEREX, supobHuutsa Freund
Corporation), ogepxyBanu UuiniCHy kancyny, WO Mae MoAaBivHy MNNiBKOBY CTPYKTYPY, siKa BKMoYae
BHYTPILHIN ODONMOHKOBUIN Llap, YTBOPEHWI i3 BOOHOrO PO34MHY OOOMOHKOBOI KOMMO3WULil, B HKin
TBEpAMN hapMaLeBTUYHO aKkTUBHWIA iHrpefdieHT OyB AuWcneproBaHui (Nepluvi wap), i 30BHILHIN
0BONOHKOBMI LIap, YTBOPEHWM i3 BOOHOIO PO34MHY OOOJMIOHKOBOI KOMMO3MWUii (Opyrui wap).
BukopucTtoytoun MCT sk pignHy-HOCIN, kancynoBaHHS 3aincHioBanu no 20 kancyn 3a cekyHay.

OTpumaHi kancynu 6ynu oOxonomkeHi B pedpwkepartopi i BUCYLIEHi B cyllapui, NOK1M BoAHa
aKTUBHICTb He gocsarna He Binbwe Hixk 0,2. MoTimM pignHy-HOCIM Ha NOBEPXHI Kancynu BUTUpanu, wob
ogepxaTu uinicHy kancyny (A) gaHoro BuHaxogy, wo mictutb 20 mr ETUJNIOBOIO ECTEPY 90
OMETA-3-KUCJTIOTW i 1,25 mr nanakeictaTty aueTtaTty Ha kancyny.

Tabnuusa 4
CniBBIgHOLWIEHHSA Y KOMNO3ML,i ()
90 ETWJIOBI ECTEPU OMETIA-3-KNCINOTK 1000,00
nanaksictaTy aueraT 50,17
XenaTtuH (cuna reneytsopeHHs 250r) 725,12
KOHLIEHTPOBaHUM rmilepuH 87,02
copbiton 43,51
XOBTUI GapBHUK Ne 5 0,179
ouullieHa Boga 2216,86

Mpuknag 5

3rigHo i3 cniBBiAHOLWEHHSIM Y KOMMO3WLUii B HAacTynHin Tabnuui 5 6yna ogepxaHa uinicHa kancyna
(A) naHoro BuMHaxoay.

KenatuH (cuna reneyTtBopeHHA 261 rpam) (3186,0 r), koHueHTpoBaHun rniuepuH (375,0 1),
po3unH copbitony (270,0 r) (tBepami BMicT: 189 1), i xoBTui 6apBHMk Ne 5 (0,780 r) po3unHsnm y
ouvwleHin Boai (8669,0 r), HarpiBanm go 52°C, i cymiw gerasyBanv Mpu 3HWKEHOMY TUCKY, LWOO
opepxatun 30 % BOOHWUI PO34NH 0OONOHKOBOT KOMMO3ULi.

MopowkonogibHui cumeactatuH (140 r) gogaBanu y rapsiyy ouvweHy Bogy (333 1), i cymiw
popjasanu y pgucnepryBaneHun anapat (POLYTRON, BupobHuutBa KINEMATICA AG), wo6
ofepXaTtu aucnepcio TBepaoro papmaueBTUYHO akTUBHOTO iHrpedieHTa. Po3unH gogasanu go 30 %
BOAHOrO po3ymHy (1667 r) oBONMOHKOBOI KOMMO3WUii, i CyMill nepemiwyBanu i gerasyBanu npwu
3HWKEHOMY TMUCKYy, LWWOO oJepxaTu BOOHUM pPO34YMH OBONIOHKOBOI KOMMO3WLii, $£Ka MICTUTb
AncneproBaHuini B HboMYy hapmMaLeBTUYHO aKTUBHUIM IHFPEeaiEHT.

Ho 30 % BogHOro po3ymHy OGONOHKOBOI KOMMO3WUii AodaBany Harpity ounweHy Bogy. Cymill
po30aBnsanM 00 KOHUeEHTpaLii TBepgoro BMIicTy 25 % (2 kr ouvweHoi Boan pgogasanu Ha 10 Kr),
nepemilwyBanu i gerasyBanv npu 3HWKEHOMY TUCKY, OO ogepaTu BOOHUA poO3dnH OBOMOHKOBOI
KOMTMO3WULIii.

Ak BmicT kancynu sukopuctosysanu 90 ETUNOBI ECTEPUN OMEIA-3-KMCNOTU (5000 ).

BukopucToBytoum anapat gnsd BupobHuuTsa uinicHoi kancynu (SPHEREX, BupobHuutea Freund
Corporation), ogepxXyBanu UifiCHy kancyny, WO Mae MOABINHY NIBKOBY CTPYKTYPY, Sika BKYae
BHYTPILWHIN OOOMOHKOBWUI LWap, YTBOPEHMIN i3 BOAHOIO PO34MHYy OOOMOHKOBOI KOMMO3WLii, B SKin
TBEpPOUN apMaLEeBTUYHO aKTUBHUW iHrpedieHT OyB AucneproBaHvi (NepLumid wap), i 30BHILLHIN
0DOMOHKOBWIA LIAp, YTBOPEHWA i3 BOAHOrO PO34MHY OBOMOHKOBOI KOMMO3uuii (apyrvi wap).
BukopucTtoBytoun MCT sk pignHy-HOCIN, kKancynoBaHHS 34incHioBanu no 20 kancyn 3a CekyHay.

OTpumaHi kancynu 6ynu OxonomxeHi B pedpukepaTtopi i BUCYLIEHi B cyllapui, NOKu BOAHA
aKTUBHICTb He gocarna He Binblue Hixx 0,2. MNoTiM pignHy-HOCIM Ha NOBEPXHi Kancynu suTupanu, wob
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ofepxatu uinicHy kancyny (A) gaHoro BuHaxody, wo mictutb 25 mr ETUJIOBOIO ECTEPY 90
OMETA-3-KUCNOTW i 2 mr cumBacTaTvHy Ha Kancyny.

Tabnuuysa 5
CMiBBiAHOLIEHHS Y KOMNO3WLii ()
90 ETWJIOBI ECTEPU OMETA-3-KNCIOTK 1000,00
cuMBacTaTuH 80,00
XenatuH (cuna reneytBopeHHs 261 rpam) 728,64
KOHUEHTPOBaHUI rniuepuH 85,76
copbiton 43,23
XOBTUN 6apBHUK Ne 5 0,178
ovullieHa Boaa 2572,67

Mpuknag 6

3rigHo i3 cniBBigHOLIEHHAM Yy KOMMNO3uWUii B HAcTynHi Tabnuui 6 6yna ogep:kaHa uinicHa kancyna
(C) paHoro BuHaxopny.

XKenatuH (1) (cuna reneytBoperHs 245 1) (3158 r), xenatuH (2) (cvna reneyTBopeHHs 297 r)
(1579 1), koHueHTpoBaHun rmiuepuH (559,0 r), posunH copbitony (399,2 r) (TBepann BmIcT: 299,4 1) i
xoBTuir 6apeHUK Ne 5 (1,17 r), posunHanu y ouuwleHin Boai (16610 r), Harpisanu go 52 °C, i cymiw
AerasyBanu npu 3HWKEHOMY TUCKY, WO6 ogepXat BOOHUIN po34MH 0H6ONOHKOBOT KOMMO3MLl.

Ak BmicT kancynu sukopuctosysanu 90 ETUJTOBI ECTEPU OMETA-3-KNCJTOTU (11000 r).

BukopucToBytoum anapaT gns BupobHuuTBa UinicHoi kancynu (SPHEREX, Bupobhuuytea Freund
Corporation), uinicHy kancyny ogepxyBanu 3 BMICTy Kancynu i BOAHOIO pPO34MHYy OOOMOHKOBOI
komnosuuii. BukopuctoBytoun MCT sk piaMHy-HOCIN, KancynoBaHHS 3fivicHioBanM no 25 kancyn 3a
cekyHay

OTpumaHi kancynu Oynu OxonomkeHi B pedpwkepartopi i BUCYLIEHi B cyllapui, NOK1M BoAHa
aKTMBHICTb He gocsarna He binble Hix 0,2. MNMoTiM piguHy-HOCI Ha NOBEPXHI kancynu BUTUpanu, wob
ofiepXaTu Karncyny, sika MiCTUTb PiAKuin papMaueBTUYHO aKTUBHUN iHrPedieHT.

Eputputon (210 r) i rymiapabik (80 r) posumHanu y ouuvuweHii Boai (800 r) i gogasanu
nopoLukonoAidbHmn nanakeictaty auetat (50 r), kpuctanivyHy uentonody (20 r) i Tanek (40 r). Cymiw
Avicneprysanu i amilyBanv y gucneprysanbHomy anaparti (BupobHuuTeo IKA), wob ogepxaTn po3dumH
ONa NOKpUTTHA, SKUA MICTUTb TBepaun apmaLeBTUYHO aKTUBHUW iHrpefdieHT, AUCNeproBaHun B
HbOMY.

BrvkopncTOBYIOUM POTOPHUI rpaHynsaTop i3 nceBpo3pimkeHum wapom (MP-10 BMpoOHMUTBO
POWREX CORPORATION), po3uuH Ans NOKPUTTS, WO MICTUTb TBepAuin dhapmMaLeBTUYHO aKTUBHUM
iHrpenieHT, AnucneproBaHUin B HbOMY, PO3NUNANKU Ha Kancyny, sika MIiCTUTb pigkni capmaueBTUYHO
aKTMBHWI iHrpegieHT, i BUCyLWyBanu, Wob yTBOPUTM MOKPUTTS, 3a AOMOMOrow 4oro 6yna oTpumaHa
uinicha kancyna (C) pgaHoro BuHaxogy, wo Mictutb 25 mr ETUINIOBOIO ECTEPY 90 OMETA-3-
KUCNOTW i 1,25 mr nanaksicTaTy aLeTaTy Ha Kancyny.

Tabnvuysa 6
CMiBBIgHOLWEHHS Y KOMNO3ML,i )
90 ETUNOBI ECTEPW OMETIA-3-KNCNOTK 1000,00
xenatuH (1) (cuna reneytBopeHHs 245 1) 242,94
XenatuH (2) (cuna reneytBopeHHs 297 1) 121,47
KOHLIEHTPOBaHWI rmilepuH 43,00
copbiton 21,50
X0BTuI 6apBHKK Ne 5 0,090
ouMLLieHa Boaa 1287,00
nanakeictaTy auertaTt 50,0
eputputon 210,0
rymiapabik nopoLlok 80,0
TanbK 40,0
KpucTanivyHa uentonosa 20,0
ovuuleHa Boja 800,0
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Mpuknag 7

3rigHo i3 cniBBIAHOLWEHHSAM Yy KOMMO3uUii B HAcTynHin Tabnuui 7 6yna ogepxaHa uinicHa kancyna
(C) paHoro BuHaxopny.

>KenatuH (1) (cvna reneytBopeHHst 245 1) (3158 1), xxenatuH (2) (cuna reneyTtBopeHHst 297 T)
(1579 r), koHUeHTpoBaHun rmiuepuH (559,0 r), po3unH copbitony (399,2 r) (TBepann BmicT: 299,4 T), i
XoBTuN 6apBHUK Ne 5 (1,17 r) po3unHsanu y oumweHin Bogi (16610 r), HarpiBanu go 52°C, i cymiw
AerasyBarnu npu 3HWKEHOMY TUCKY, LWO6 ogepkaT BOOHUIN pO34MH 0H6ONOHKOBOiT KOMMO3WLl.

Ak BMicT kancynu sukopuctosyeanucs 90 ETUINOBI ECTEPUN OMEIA-3-KMCIOTU (11000 r).

BukopucToBytoun anapat ansg supobHuuTsa uinicHol kancynu (SPHEREX, supobHuutsa Freund
Corporation), uinicHy kancyny ofepxysanu 3 BMICTY Kancynu i BOAHOro po34vvHy OOOMOHKOBOI
komnosuuii. Bukopuctosytoun MCT Ak pianHy-HOCI, KancynoBaHHA 3AiMcHI0OBanM no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu 6ynu OxonogxeHi B pedpwkepaTtopi i BUCYLLEHi B cyllapui, NOKM BOAHA
aKTUBHICTb He gocarna He binbLue, Hix 0,2. [oTiM piguHy-HOCIn Ha NOBEPXHI Kancynu BuTMpanu, wob
oAepKaTu Kancyny, sika MiCTUTb pPigknin papmMaueBTUYHO aKTUBHWUIA IHIPEiEHT.

Eputputon (180 r) i rymiapabik (80 r) posumHsanu y oumweHin Bogi (800 r) i gogasanu
nopoLukonoAioHmn cumeacTtatuH (80 r), KpuctaniyHy uentonody (20 r) i Tanbk (40 r). Cymiw
Avicrneprysanu i amilyBanu y gucneprysanbHoMmy anaparti (BupobHuuTeo IKA), wob ogepxatn po3ynH
ONa NOKpUTTH, SKMKA MICTUTb TBepauh apmMaleBTMYHO aKTUBHUW iHrpefdieHT, AUCNeproBaHnin B
HbOMY.

BukopuncTOBYIOUM POTOPHWUI rpaHynaTop i3 ncesaospimpkeHum wapom (MP-10 BupobHMLTBO
POWREX CORPORATION), po3yuH Ans MOKpUTTH, SKUA MICTUTb TBepAaun dapmaueBTUYHO
aKTMBHWUM IHrpedieHT, AMCNeproBaHUn B HbLOMY, PO3MUIANM Ha Kancyny, WO MICTUTb pigKkvn
apMaLeBTUYHO aKTMBHMUI iHrpedieHT, i BUCywyBanu, Wwob yTBOpUTM MOKPUTTS, 3a AONOMOrOH 4Oro
byna oTpumana uinicHa kancyna (C) gaHoro BuHaxoay, ska mictutb 25 mr ETUJTOBOIO ECTEPY 90
OMETA-3-KUCITOTW i 2 Mr cumBacTaTuHy Ha Karncyny.

Tabnvuya 7
CMiBBiAHOLIEHHS Y KOMNO3uLii (-)
90 ETUNOBI ECTEPU OMETA-3-KNCJTOTU 1000,00
xenatuH (1) (cuna reneytBopeHHs 245 r) 242,94
xenatuH (2) (cuna reneytBopeHHs 297 1) 121,47
KOHLEHTPOBaHWUN rMiLepuH 43,00
copbiton 21,50
»KOBTUIN GapBHMK Ne 5 0,090
ovuLleHa Boaa 1287,00
CuMBacCTaTUH 80,0
epuTpuTon 180,0
rymiapabik, NopoLlok 80,0
TanbkK 40,0
KpucTanivyHa uentonosa 20,0
ovuLleHa Boaa 800,0

Mpuknag 8

3rigHo i3 cniBBigHOLWEHHAM Yy KOMMNO3uLUii B HAacTynHi Tabnuui 8 6yna ogepxaHa UinicHa kancyna

(C) paHoro BuHaxopny.

»KenatuH (1) (cvna reneytBopeHHs 245 1) (3158 1), xxenatuH (2) (cuna reneyTtBopeHHst 297 T)
(1579 r), koHUeHTpoBaHui rhibepuH (559,0 r), po3umH copbitony (399,2 r) (TBepan BMIcT: 299,4 r), i
xoBTur 6apeHuK Ne 5 (1,17 r) po3umHanu y odnweHin Boai (16610 r), HarpiBanu go 52°C, i cymiw
AerasyBarnu npu 3HWKEHOMY TUCKY, WO6 ogepXat BOOHUIN pO34MH 0H6OSTOHKOBO|T KOMMO3WLl.

Ak BmicT kancynu sukopuctosyBanuca ETUITOBI ECTEPU OMEIA-3 KUCITOTKU (11000 ).

BukopucToBytoun anapat gnsa BMpobHuuTBa uinicHoi kancynu (SPHEREX, Bupo6Huutea Freund
Corporation), uinicHy kancyny ogepxyBanu 3 BMICTy Kancynu i BOAHOIO pPO34MHY OOOMOHKOBOI
komnosuuii. MCT BrMKOpUCTOBYBanu SiK piguHY-HOCIW, iHKancynosanu no 25 kancyn 3a cekyHay.

OTpumaHi kancynu 6ynu OxonomxeHi B pedpukepaTtopi i BUCYLIEHi B cyllapui, NOKu BOAHa

aKTUBHICTb He gocarna He binblie Hix 0,2. MoTiM piguHy-HOCIM Ha NOBEPXHi Kancynu sBuTupanmu, wob
oAepkaTu Kancyny, sika MiCTUTb Pigknin hapmMaueBTUYHO aKTUBHWUIA iIHIPEaIEHT.

Llykop-nicok (210 r) i rymiapabik (80 r) po3uvHsnu y ouumweHin Bogi (800 r) i gogaBanu
nopotukonoAdibHun nanakeictaty auetat (50 r), kpuctaniyny uentonosy (20 r) i Tanek (40 r). Cymiw
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avcneprysanu i amilyBanv y gucneprysanbHoMmy anaparti (BupobHuuTeo IKA), wob ogepxatn po3ynH
Ans NOKpUTTH, AKMA MICTUTb TBepauh apmMaueBTMYHO aKTUBHWUW iHrPedieHT, AWCNEeproBaHnin B
HbOMY.

BuKOpMCTOBYIOUM POTOPHWUI rpaHynaTop i3 nceeao3pimkeHum wapom (MP-10 BMpOOHMUTBO
POWREX CORPORATION), po34vH Ans MNOKPUTTS, SIKUA MICTUTb TBepaun dapmaueBTUYHO
aKTUBHWUIN HrpegdieHT, AuChneproBaHMiM B HbOMY, PO3NUASAMN Ha Kancyny, ska MIiCTUTb pPiakuin
dapmMaLeBTUYHO aKTMBHMWI iHrpedieHT, i BUCywWwyBanu, Wwob yTBOPUTM MOKPUTTS, 3a LOMOMOrOH 4Oro
Oyna oTpumaHa uinicHa karncyna (C) gaHoro BuHaxoay, wo Mmictutb 25 mr ETUJTOBOIO ECTEPY 90
OMETA-3-KUCJTIOTW i 1,25 mr nanaksicTaTty aueTtaTy Ha kancyny.

Tabnvus 8
CMiBBIAHOLIEHHS Y KOMNO3ULji ()
ETWIOBI ECTEPU OMETA-3-KNUCJIOTU 1000,00
xenatuH (1) (cvna reneyTBopeHHs 245 r) 242,94
xenatuH (2) (cvna reneyTBopeHHs 297 1) 121,47
KOHLEHTPOBaHWN rmiuepuH 43,00
copbiton 21,50
XoBTun 6apsHMK Ne 5 0,090
oyveHa Boga 1287,00
nanaksictaTy auetat 50,0
LlyKOp-nicoK 210,0
rymiapabik 80,0
TanbkK 40,0
KpucTaniyHa uentnosa 20,0
oyveHa Boga 800,0
Mpuknag 9

3rigHo i3 cniBBigHOWEHHAM Yy KOMMo3uuii B HacTynHin Tabnuui 9, uinicHa kancyna (C) gaHoro
Oyna ogepxaHa.

KenatuH (1) (cvna reneytBopeHHs 245 1) (3158 r), xxenaTuH (2) (cuna reneyTtBopeHHs 297 T)
(1579 1), koHueHTpoBaHun rmiuepuH (559,0 r), po3unH copbitony (399,2 r) (TBepaui BMIcT: 299,4 1) i
XoBTui 6apBHUK Ne 5 (1,17 1) po3unHanu y ounweHin Bogi (16610 r), HarpiBanu go 52 °C, i cymiw
AerasyBarnu npu 3HWKEHOMY TUCKY, o6 ofgepxaTtv BOAHMI po3dmH 060NOHKOBOT KOMMNO3MUi.

Ak BmicT kancynu sukopuctosysanu 90 ETUJTIOBI ECTEPU OMETA-3 KUCIOTW (11000 r).

BukopucToBytoun anapat gnsa supobHuuTsa uinicHol kancynu (SPHEREX, BupobHuutsa Freund
Corporation), uinicHy kancyny ogepxysanu 3 BMICTY Kancynu i BOAHOr0 pPo34MHy OOOMOHKOBOI
komnoauuii. Bukopuctosytoun MCT gk piguHy-HOCI, KancynoBaHHA 3AicHioBanM no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu 6ynu oxonogxeHi B pedpwxepaTopi i BUCYLIEHI B Cyllapui, Noku BOAHa
aKTMBHICTb He gocsarna He binble Hix 0,2. MNoTiM piguHy-HOCI Ha NOBEPXHI kancynu BUTUpanu, wob
oflepxaTu Kancyny, sika MiCTUTb Pigkun papMmaLeBTUYHO aKTUBHUN iHrpedieHT.

Llykop-nicok (160 r) i rymiapabik (80 r) posuuHsanu y ounweHin Boai (800 r) i gopaeanu
nopotLukonofioHmn cumeactatuH (80 r), kpuctaniyHy uentonosy (20 r), okema TuTtaHy (20 r) i Tanbk (40
r). Cymiw aucnepryBanu i 3miwyBanu y pucneprysanbHoMy anaparti (BupobHuuteo IKA), wo6
ofepXaTu pO3YMH AN MOKPUTTHA, AKUA MICTUTb TBEpAMA dapMaueBTUYHO aKTUBHUW iHrpefieHT,
AncneproBaHnin B HbOMY.

BUKOpPMCTOBYIOUM POTOPHWUI TrpaHynaTop i3 nceBno3pimpkeHum wapom (MP-10 BMpoOHMUTBO
POWREX CORPORATION), po3uuH Ans MOKpUTTH, SKUA MICTUTb TBepauni apmaueBTU4HO
aKTUBHUW HrpedieHT, AWCNeproBaHNin B HbOMY, PO3NUNANW Ha Kancyny, Wo MICTUTb PiaKun
dapmMaLeBTUYHO aKTMBHMWI iHrPedieHT, i BUCywyBanu, Wwob yTBOpUTM MOKPUTTS, 3a AOMOMOrOH 4Oro
Oyna oTpumaHa uinicHa kancyna (C) gaHoro BuHaxogy, wo mictutb 25 mr ETUIIOBOIO ECTEPY 90
OMETA-3-KUCJTIOTW i 2 Mr cumBacTaTuHy Ha Kancyny.
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Tabnuus 9
CMiBBiAHOLIEHHS Y KOMNO3NLiT ()
90 ETUNNOBI ECTEPU OMEIA-3 KUCJIOTU 1000,00
xenatuH (1) (cuna reneyTBopeHHs 245 r) 242,94
xenatuH (2) (cuna reneytBopeHHs 297 1) 121,47
KOHLEHTPOBaHWUN rMiLepuH 43,00
copbiton 21,50
»KOBTUIN GapBHMK Ne 5 0,090
ovuLleHa Boaa 1287,00
cumMmBacTaTuH 80,0
LLYKOP-NiCOK 160,0
rymiapabik, MopoLLOK 80,0
TanbK 40,0
KpucTanivyHa uentonosa 20,0
OKCUA TUTaHy 20,0
ovuLleHa Boaa 800,0

KoHTponbHui npuknag 1

3rigHo 3 Komnoauuieto, HaBegeHoto B Tabnuui 10, 6yB ogepkaHun npenapaT (TabneTka, Bkputa
NNiBkOBOK 0BOOHKOMD).

JNNanakeictaty auetat (3776 r), rigpat nakto3an (12270 r) i KykypyassiHui kpoxmanb (4500 r),
nomMiwanu B rpaHynsatop i3 nceBgo3pimkeHum wapom (FD-S2, BupobHuutBo POWREX
CORPORATION), 3amiwyBanu npu 3anuwky Ttenma i posnunanu 5 % BOAHWMMA  PO3YMH
rigpokcunponinuentonoan (13510 r), wob ogepxaTtu rpaHynbOBaHMIM NOPOLLIOK NanakeicTaTy aueTary.
OpepxaHun rpaHynsoBaHui nopolwok (19810 r) nanakeictaty auetaTy nomiwanu y NOTYKHUA MAVH
(BupobHuutBo SHOWA KAGAKUKIKAI Co., LTD), wo6 ogepxaTm nNpOCIAHUA MOPOLLIOK.
paHynioBaHHs i NPOCitOBaHHS BMKOHYBanwu ABidi, i 4O oAep)KaHoro npocisHoro nopouky (38210 r)
nanakeictaTy aueTaTy gofaBanu Kanbuin kapmenosdy (2025 r) i cteapaTt marHito (270 r), wob
ogepxatu 3MmilwaHy rpaHyny. 3miwaHy rpaHyny niggasanu TabneTyBaHHIO, BMKOPUCTOBYIOUU
TabnetyBanbHy MawunHy (AQUARIUS 36K, BupobHuuteo KIKUSUI SEISAKUSHO), BrkopuctoByoun
Kpyrnuvi nyaHcoH (9,5 mm) Ha TabneTkun, Baroto 300 mr Ha TabneTtky. Ha oTpumaHi Tabnetku (34500 r)
po3NUNANM PO34MH NMiBKOBOI OOOMOHKM [0 BKMOYae rigpokcunponinMeTunuentonosy (2244 ),
nonietunexrnikons 6000 (450 r), okeua TuTaHy (300 r) | YyepBoOHUI okeuA 3anisa (6 r)], 3acTocoByroUn
anapaT Agns HaHeceHHsa nokputTtda (Hi-Coater HCF-100N, BupobHuuTtBa Freund Corporation), wo6
HaHecTn nokputta (10 mr Ha TabneTtky), 3a AOMOMOrol 4oro Oynu ogepxkaHi BKPWUTI MMAIBKOBOIO
obonoHkot TabneTku, Wwo MicTaTe 50 Mr nanakeictaTy aueTtaTy Ha TabneTky.

Tabnuuya 10
KOMMOHEHT BMICT (Minirpam) Ha TabneTtky
nanaksictaTy aueTaT 50,0
rigpaTt nakTosu 164,0
KYKYPYA3SHUIA KpoxXmarnb 60,0
BOOHMWI PO34MH rigpOKCMNPOoNiNuentonosmn 9,0
Kanbyuin kKapmenosa 15,0
cTeapart MarHito 2,0
rigpoKcunponin MeTunuentonosa 7,48
nonietTuneHrnikons 6000 1,5
oKcua TUTaHy 1,0
YepBOHWUIN OKCKA 3ani3a 0,02

KoHTponbHui npuknag 2

XKenatuH (1) (cuna reneyTtBopeHHs 245 1) (3158 r), xenaTuH (2) (cvna reneyTBOpeHHs 297 )
(1579 1), KoHueHTpoBaHui rmiuepuH (559,0 r), posunH copbitony (399,2 r) (TBepann BMIcT: 299,4 1) i
xoBTun 6apsHuk Ne 5 (1,17 r) posdumHanu y ounwleHin soai (16610 r), HarpiBanu go 52 °C, i cymiLl
JerasyBanu npu 3HWXeHOMy TUCKY, Wo6 oaepat BOOHUN po34MH 0H60NOHKOBOT KOMMO3ULLT.

Ak BMicT kancynu sukopuctosyeanu ETUNOBI ECTEPK 90 OMEIA-3-KMCIOTHU (11000 r).
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BukopucToBytoun anapat ansa supobHuuTsa uinicHoi kancynu (SPHEREX, BupobHuutsa Freund
Corporation), uinicHy kancyny ofepxysanu 3 BMICTYy Kancynu i BOAHOro po34vHy OOOMOHKOBOI
komnosuuii. BukopuctoBytoun MCT sk piamMHy-HOCIR, KancynoBaHHA 34ilcHIOBanM no 25 kancyn 3a
cekyHay.

OTpumaHi kancynu OynyM OXONoMKeHi B pedpwkepaTopi i BUCYLLEHi B cyliapui, MOKM BoAHA
aKTUBHICTb He gocsrna He Binbwe Hixx 0,2. MoTimM pignMHy-HOCIn Ha NOBEPXHI Kancynu BuTupanmu, wob
OfepXaTu KOHTPOSbHI UuinicHi kancynu, siki mictate 25 mr ETUJNIOBUX ECTEPIB 90 OMETA-3-
KUCINOTW Ha kancyny.

Tabnuusa 11
CniBBIAHOLWEHHSA Y KOMNO3MLi ()
90 ETWJIOBI ECTEPU OMETA-3 KUCJIOTU 1000,00
xenatuH (1) (cvna reneyTBopeHHs 245 1) 242,94
xenatuH (2) (cvna reneyTBopeHHs 297 1) 121,47
KOHLEHTPOBaHUN rnilepvH 43,00
copbiton 21,50
XoBTun 6apsHMK Ne 5 0,090
oyvlieHa Boga 1287,00

KoHTponbHui npuknag, 3

Ak npenapaTt, WO MIiCTUTb cuMBacTaTuH, BuKopucToByBanu Tabnetkm ZOCOR 80 wr
(BupobHuuTeo Merck & Co., Inc.).

OuiHtoBanbHun Mpuknag 1

BukopuctoByouM KOHUEHTpAUil0 nanakeicTaTy auetaty B Mna3mi 9K iHOEKC, OuiHioBanu
bioabcopbuito.

Mpenapatn, ogepxaHi B lNpuknaai 1, MNpuknagi 4 i MNpuknaai 8, i npenapatn KoHTponbHOro
Mpuknagy 1, BBoaunun cobakam yepe3 30HA, 3pa3ky KpoBi 30Mpanu yepes AKMIACL 4Yac i ouiHoBanm
KOHLIeHTpaLilo nanaksicTaTy aueTaTty B nrasmi.

Mpenapatn Mpuknagy 1, MNpuknagy 4 i MNMpuknagy 8, i npenapatn KoHTponbHoro lMpuknagy 1
BBOAMMMUCA TOMY X camoMy cobaui nicns ogHoTwxHeBoi nay3u. Cobaka ronogysaB Big Bevopa
nonepeaHbOro AHA KOXHOro AHS NPU3HAYEHHs i, HA AeHb NPU3HaYeHHs MOro rogyBanu yepes 6 roauH
nicns 3aBepLleHHs 3abopy 3pa3kiB KPOBI NiCMs NPU3HAYEHHS.

BHYTpILWHEOM'A30BUIA PO3YMH MeHTaracTpuHy (NpUBMM3HO 6 MKI/Kr) BBOAWUMMW BHYTPILLHBOM'A30BO
3a 10 xBUNWH Nepes BBeAEHHSM KOXHOro rnpenapary i Yepes 5 XBUnuH nicns BBEAEHHs 1X.

Cnoci6 BBefeHHsi npenapatiB 6yB HacTynHum. OuumuleHy Bogy (npubnusvo 10 mn) BBOAMMM
ofHOpa3oBMM LINpuLeM GeanocepedHbO Nepern BBeAEHHAM npenapartie, npenapatu lNpuknagy 1,
Mpuknagy 4 i MNpuknagy 8 BBOOUNUCA OAHIE A030BaHOW oauHuueto (40 uinicHMX kancyn), ogHy
Tabnetky npenapaTy KoHTpombHOro npwuknagy 1 BBOAWNIM Yepe3 30HA, i OOOATKOBO BBOAWMU
ouuLleHy Bogy (npubnunaHo 40 mn).

3pasku kpoBi 3abupanu nepepn BeBeneHHsM i yepes 0,5, 1, 2, 3, 4, 6, 8, 10, 12, 24 i 48 roguwH
(3aranom 12 pasiB) nicrna BBeAeHHS. 3pasku KpOBi nepen BBEAEHHAM 30upanvM 00 BBELEHHS
neHtaractTpuHy. Cnocid 3abopy 3paskiB KpoBi i BiggineHHs nnasMu BKIOYaB 3abip He MeHLle HixkX
npmbnmaHo 2,5 mMn KpoBi i3 ronmoBHOI BEHW Nepeansniyyss OAHOPAa30oBMM LUMPUUEM 3 AO0AaBaHHAM
renapuHy-HaTtpito (Novo-renapuH 10,000 oamHuub: BupobHuuteo MOCHIDA PHARMACEUTICAL
CO., LTD). BibpaHy kpoB LeHTpudyrysanu (4 °C, 3,000 06./xB, 15 xB), 06 ogepxaTn HE MeHLLE HixX
0,5 mn nnasmu. OTpMMaHy nnasmy po3noainanu y npobipku aAns 3paskis i niggaBanu KpiokoHcepBauii
B MOpPO3unbHin kamepi npu -30 °C (MDF-U537D, BupobHuutea SANYO Electric Biomedical Co., Ltd,
TemnepaTypHun pexum o -30 °C, ponyctumun gianasoH - Big 20 °C po -40 °C). KoHueHTpauisa
(Hr/mn) nanakeictaTy aueTaTy B Ll KpiOKOHCEpPBOBaHiI Nnasmi 6yna sumipsiHa Tectom LC/MS/MS.

PesynbTtatu nokasaHi Ha ®ir. 1. MNMpenapaTtu Mpuknagy 1, Mpuknagy 4 i MNMpuknagy 8 nokasanu
ekBiBaneHTHMN npodinb abcopbuii nanakeicTaTy auetaty BiOHOCHO npenapaty [lopiBHANBHOMO
npuknagy 1. I3 uboro BMAHO, WO KONMW 3aCTOCOBYBaNW UiMiCHY Kancyny [AaHOoro BUHaxogy,
bioabcopbuisa dapMaLeBTUYHO aKTMBHOIO iHrpegieHTa, WO MICTUTLCHA B Hill, Oyna ekBiBarneHTHO
©ioabcopbuii okpemoro areHTa.

OuiHoBanbHUI Npuknag 2

BUKOpPMCTOBYHOUM KOHLEHTPALHO CMMBACTaTUHY B Nia3smi sk iHOeKC, ouiHioBanu 6ioabcopobuito.

Mpenapatn, opepxani B Mpuknagi 2, Mpuknagi 5 i MNpuknagi 9, i npenapat KoHTponbHOro
npuknagy 3, BBoAMnM cobakam 4vepes 30HA, 3pasku KpoBi 36mpanu yepes SKMIUCh Yac i ouiHBanu
KOHLIEHTpaL,ilo B nnasmi.
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Mpenapatn Mpuknagy 2, Mpuknagy 5 i MNpuknagy 9, i npenapat KoHTponbHoro lNpuknagy 3,
BBOOMNM TOMYy X camomy cobaui nicns opHoTwxkHesol naysun. Cobaka ronogysaB Big Bedvopa
nonepeaHbLOro OHSA KOXHOTO [OHSI MPW3HAYeHHs! i, Ha OeHb MPU3HAYEeHHs WOro rogyeBanu nicns
3aBepLUEHHs1 300py 3paskiB KpoBi Yepe3 12 roguH nicnsi BBEAEHHS.

BHYTPILIHbOM'AI30BUIA PO34YNH MeHTaracTpuHy (MpMOAN3HO 6 MKI/Kr) BBOAUIN BHYTPILLHLOM'SI30BO
3a 10 xBUNUH nNepen BBELEHHSAM KOXHOMo npenapaTy i Yyepes 5 XBUIMH NiCns BBEOAEHHS 1X.

Cnocib BBefeHHs npenapartiB OyB TakuM, Sk BkasaHo Hmkye. OuuweHy Bogy (npnbnunsHo 10 mn)
BBOOUNM OOHOPA30BUM LUMPULIOM HEranHoO nepen BBEAEHHsIM npenaparTiB, npenapatv lNpuknagy 2,
Mpuknag 5 i Mpuknag 9 BBogunuca ofHieto [o3oBaHOW oauHuueto (40 udinicHux kancyn), ogHy
Tabnetky npenapaty KoHTponsHoro [Npuknagy 3 BBOAMMAM 4epe3 30HA, | OOAATKOBO BBOAUMMU
ouumweHy sogy (npnbnusHo 40 mn).

3pasku kposi 36upanu nepepq BBeaeHHAM i vyepes 0,5, 1, 2, 4, 8, 12, 24 i 48 roguH (Bcboro 9 pasis)
nicnsi BBeAeHHs. 3pa3ku KpoBi Nnepes BBeAEHHAM 36upanu 0o BBEAEHHSA NeHTaracTpuHy.

Cnocib 36opy 3pa3skiB KpoBi i BiggineHHs nnasmu Bknoyas 36ip npubnunsHo 2,0 mMn Kposi i3
rofloBHOI BEHW Nepeannivyysi 04HOPa30BMM LUNPULOM 3 foAaBaHHSAM renapuHy-HaTtpito (Novo-renapuvH
10,000 oguHuupb: BuMpoGHUUTBO MOCHIDA PHARMACEUTICAL CO., LTD). 3ibpaHy kpoB
ueHTpudpyrysanu (4 °C, 3,000 o06./xB, 15 xB), wob ogepxatn He MeHwe HiX 0,5 mn nnasmu.
OTtpumaHa nnasma Oyna posnogineHa y npoOipku Ana 3paskiB i NiggaHa KpiokoHcepsauii B
Mopo3unbHi kamepi npu -30 °C (MDF-U537D, BupobHuutBa SANYO Electric Biomedical Co., Ltd,
TeMmnepaTypHun pexum go -30 °C, gonyctumuii gianasoH Big -20 °C go -40 °C). KoHueHTpauis (Hr/mn)
CMMBAaCTaTMHY B L KPIOKOHCEPBOBaHIiM nnasmi 6yna sumipsHa tectom LC/MS/MS.

PesynbTtatn nokasani Ha ®ir. 2. MNpenapatn lMpuknagy 2, Mpuknagy 5 i MNpuknagy 9 nokasanu
ekBiBaneHTHU nNpodine abcopbuii cumBacTaTMHy BiAHOCHO NpenapaTty KOoHTporbHoro Mpuknagy 3. 13
LUbOro BMAHO, LWO KOMM 3acTocoByBanu UINICHY Kancyny pfaHoro BuHaxogy, 6ioabcopbuis
dapMaLeBTUYHO aKTMBHOIO iHrpefdieHTa, WO MICTUTbCA B Hin, Gyna eksiBaneHTHow 6GioabGcopbuii
OKPEMOTO areHTa.

OuiHoBanbHU Npuknag 3

OuiHoBanu cTabinbHicTb NpenapaTis, ogepxaHux y MNMpuknagi 2. MNMpenapat MNpuknagy 2 ginunu
Ha ManeHbKi YaCTMHK, MOMILLAnK B CKNsHI briakoHK i 3akynoptoBanu. ix 3depiranu NpoTsirom 2 micauis
B cucTeMi koHauuitoBaHHa BonorocTi npu 40 °C, 75 % BB (BigHocHa Bonorictb 75 %), i BU3Ha4yanu
3anuviikoBe CcniBBiAHOLLEHHA i aHamnor (NpoAyKT po3KrafaHHsA, noxigHa cumsacTaTuHy). lNMpenapaTt
KoHTponbHoro lNpuknagy 2 Takox 36epiranu B Tin xxe hopMi aHanoriyHoro BU3Ha4YeHHs.

KinbkicHe BM3HayeHHs cumBacTaTuHy B npenaparti MNpuknagy 2 6yno BM3HA4YeHO, AK BKa3aHo
Hwxkye. LinicHi kancynu (20 kancyn) Mpuknagy 2 36upanu, nomiwanu B 100 M MipHi KONbw, NOBHICTIO
gesiHTerpysann 3 ouuweHow Bogot (50 wmn), gogaHii Tyam x. [lotim pgogasann 100 mn
aLeToHITpUNYy, cymiw gineTpysanu, sukopuctoytoun ¢inetp (Acrodisc GF, 25 mm 0,45 mkm PVDF,
BMpobHMUTBO Japan Pall Corporation) i aHanisysanu ogepxxaHuii po3yuH (20 mn).

BmicT cumBacTaTuHy BusHayanu BEPX 3a HacTynHux ymos.

[BusHaueHHsa koedpiuieHTa 3anuLiky] OOBXWHA XBuUMi BUMiptoBaHHA: 249 HM konoHka: CAPCELL
PAK C18 AQ, 5 mkm, 4,6 mm B. A. X 15 cm (BupobHuuTtBo Shiseido Co., Ltd) mobinbHa dasa:
3miwaHmin po3unH (3:2) auetoHiTpmn/0,01 monb/n pocchaTtHuin Gydep (pH 3,5) TemnepaTtypa LyXOBKM:
npubnusHo 25 °C

[BusHaueHHs aHarnora)

OOBXMHA XBUIi BUMIPOBaHHSA: 249 HM

konoHka: CAPCELL PAK C18 AQ, 5 mMkm, 4,6 mm B. A. x 15 cm (BMpo6HUMLTBO Shiseido Co., Ltd)

MobGinbHa asa A: 3miwaHmi po3umH (14:11) 0,01 wmonb/n  docdaTtHnn Gydep (pH
3,5)/aueToHiTpun

MobinbHa casa B: amiwanuii po3uuH (1:4) 0,01 monb/n docdatHuim dydep (pH 3,5)/aueToHiTpun
TemnepaTypa AyxoBku: NpubnuaHo 25 °C rpagieHTHa nporpama (NiHikHWIA rpagieHT)

Tabnuuga 12
yac (xB.) mobinbHa dasa A (%) MobinbHa dasa B (%)
0 100 0

0-30 100 0

30-80 1000 0—100
80-125 0 100
125-126 0—100 1000
126-140 100 0
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AHanor 6yB oLiHEeHWUI sK BKazaHO Hwk4ve. OBumncnioBanu KinbkocTi 36inblUeHHs B aHanorax nicns
30epexeHHs npoTtarom 2 micsuiB npenapaty lMpuknagy 2 i npenapaTy koHTponbHoro MNpuknagy 2, i
KiNbKiCTb 36inblueHHs B aHanosi npenapaty KoHTponbHoro lMpuknagy 2 BigHiManu Big KinNbKOCTi
30inbweHHss npenapaty [lpuknagy 2. AHanor 3 HeraTMBHMM 30inblueHHsM OyB BuaaneHun 3
0BYMCNEHHS.

Pesynbtatn nokasadi B Tabnuui 13. lMNMpenapat lNMpuknagy 2 He Noka3aB 3MEHLLUEHHS Y BMICTI
CMMBACTaTMHY | KifbKiCTb 30inblueHHS B aHanosi Oyna HWXK4YoK 3a MOpOoroBe 3HaYeHHs
NigTBEPOKEHHS TOKCUYHOCTI, SIKk BM3HadeHo B paupektmBax ICH (International Conference on
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use). Lle
nokasye, LLO LificHa kancyna gaHoro BuHaxoay Mae binbLly ctabinbHicTb.

Tabnuuysa 13

nicns 36epiranHs npu 40 °C, 75 % BB npoTtarom 2 micsauis

3anuLikoBe cniBBigHoLweHHst 99,6 %

KINbKICTb 30inbLUEHHs B BiGHOCHWUI Yac yTpumaHHs (1,7):0,04 %

aHanosi, NoxigHi cumBacTaTuHy BigHOCHUI Yac yTpumaHHa (2,0):0,13 %

Mpomucnosa NpugaTHICTb

LlinicHa kancyna paHoro BMHaxody Mae nepeBarn B HAcTynHomy: (1) KOXeH pigkui i TBepaun
apMaLeBTUYHO aKTUBHMI IHrpedieHT moxe pocaratu Gioabcopbuii, ekBiBaneHTHoI 6GioabcopOuii
BiAMOBIAHOTO OKPEMOro areHTta; (2) PO34YMHHICTb KOXHOro pigkoro i TBepaoro apmaueBTUYHO
aKTMBHOIO iHrpedieHTa MoXe KOHTpomnoBaTuCs; (3) KOXEH akTUBHWW iHrpedieHT € cTabinbHum; (4)
npenapaT € KpallMm B NEPEHOCMMOCTI | NErkocTi BBEAEHHS MiCNsA 3MEHLLEHHS Y po3mipax; (5) BuTpaTu
BUPOBHMLTBA MOXYTb BYTU 3MEHLUEHI B MOPIBHAHHI 3 3aranbHONPUNHATOK KOMOIHaLUi€lo areHTiB nicng
CMPOLLEHHs cTagin BupobHuuTtea i T. n.

Lis 3asgBka Oa3syeTbcA Ha 3asBuUi Ha nateHT Ne 2008-003634, noganin B AnoHii, 3micT skoi
BKIMIOYEHWIA TYT MOBHICTHO.

SOPMVYJIA BUHAXOLOY

1. UinicHa kancyna, wo MicTuTb pigkuii dhapMaueBTUYHO aKTUBHUI iHrpefdieHT i oguMH abo Ginblue
BMAiB TBepAuX apmaueBTUYHO aKTUBHUX IHFpedieHTiB, Ae pigkun dapMmaueBTUYHO aKTUBHUMN
iHrpedieHT  iHKkancynboBaHuUM y dopMi  pigkol  dapMaueBTUYHOI  KOMMO3uuii, a TBepaun
hapmMaLeBTUYHO aKTUBHUI iHTPEAIEHT AMcneproBaHMi B piakin papMaueBTUYHIA KOMIO3nLii,

Ae pigkum papmMaueBTUYHO aKTUBHUM iHTPEAIEHTOM € €TUNOBUIN eCTEP W-3-XKUPHOI KNCMNOTH,

Ae pigka dapmMaueBTMyHa KOMNo3uuis Bknoyae He meHwwe Hixk 90 % Bar./Bar. eTunosoro ectepy w-3-
XUPHOI KNCIOTH,

e eTunoBun ectep w-3-XMpHOI kucnotu Bkntodae EPA etunosui ectep i DHA etunosun ectep i
pidka apmaueBTMYHA KOMMO3uUia BkNiovae He MeHwe Hik 80 % Bar./ear. y CyMmi LMX [OBOX
KOMIMOHEHTIB, i

Je pigka chapmaueBTUYHa KOMMNOo3uLis BKNtodae He MeHLwe Hixk 40 % Bar./Bar. EPA eTunoBoro ectepy
i He MeHLWe HixX 34 % Bar./Bar. DHA eTunoBoro ectepy, i

00O0MOHKOBMWIA Wap Kancynu coopMOBaHUA 3 0BONOHKOBOI KOMMNO3ULii, O MICTUTb MMiLepuH i copbiT
AK nnacTudikatopu.

2. UinicHa kancyna 3a nyHKToM 1, Ae pigkow dapmaueBTUYHOK KOMMO3ULUIE € eTUMoBi ectepu
omera-3-kucnot 90 3a €Bponericbkoto Papmakoneeto.

3. UinicHa kancyna 3a nyHKTOM 1, B dKin TBepauM dapmMaueBTUYHO aKTUBHWUM iHrpedieHToOM €
nanaksictaTy aueTar.

4. LlinicHa kancyna 3a nyHKToM 1, B kil TBepaMM dpapMaLeBTUYHO aKTUBHUM iHFpeaieHTOM € CTaTuH.

5. UinicHa kancyna 3a nyHKTOM 4, B €Kil TBepAMM apmMaueBTUYHO aKTUBHUM iHrpedieHTOM €
aTopBacTaTuH.

6. UinicHa kancyna 3a nyHkTOM 4, B dkin TBepaAuM dapMaLeBTUYHO aKTUBHUM iHrpedieHToM €
CUMBacTaTuH.
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