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(57) Pedpepar:

M3obpeTeHne oTHocuTcs K chapmaueBTMKe WU
KacaeTcsi >kernes3o-AeKCTPUHOBOro COeAMHEHUs Ans
neyYyeHVs aHemMuu, CBSiI3aHHOW ¢ AeduunToMm Keneaa,
KOTOpoOe BKIOYAET rMOPOreHN3NpOBaHHbIA AEKCTPUH,
UMEILWMIN  CpeqHEB3BELUEHHYD  MOMEKYNsSPHYIO
mMaccy, koTopas He npeBblwaer 3000 [, wu
CpenHeYMCrioBY0 MOIEKYNSIpHYlO Maccy, KoTopas
paBHsieTcs unu npesbiwaeT 400 [J, B CTONKON CBA3K C
okeurnapokemaom xenesa. MNpu atom 10% dpakuns
AeKCTpUHa, KOTOpbIN nmeeT HaunBbICLLYIO
MOJEKyIApHYIo maccy, nmeet cpefHioto
MonekynapHyto maccy MeHee 4500 [, u 90%
AEKCTPUHOB UMEIOT MOMEKYNAPHY0 Maccy MeHee
3000 [, a Takke, 10% dpakumsa, kotopas umeeT

camylo  HU3KYyl0O MOMEKYymnsipHytlo Maccy, WMmeeT
cpenHeB3BelleHHy Maccy 340 [ unu Gonee. Takxe,
nsobpeTeHne kacaetca crnocoba nonyyveHus
Xerneso-4eKCTPMHOBOIO coefMHeHNs,
hapmaLeBTUYeckor  Komnoauuymm u cnocoba ee
nony4eHus, W  Takke, BOAHOMO  pacTBopa
XKerne30-0eKCTPMHOBOIO COeAUHEHMS.

OdmuynanbcHein  GtoneTeHb  "lMpombiluneHHas
cobetBeHHocTh". KHura 1 "MsobpeTeHns, nonesHble
Mogenu, Tonorpadun  MHTerpanbHblX  MUKpocxem",
2007, N 9, 25.06.2007. ["ocynapcTBEHHbIN
AenapTaMeHT  MHTENNeKTyansHoW  COBGCTBEHHOCTM
MuHucTepcTBa 06pa3oBaHNs U HayKn YKpauHsl.
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(57) Abstract:

An iron-dextrin compound for treatment of
iron deficiency anaemia comprising hydrogenated
dextrin having a weight average molecular weight
equal to or less than 3,000 Daltons and a number
average molecular weight equal to or higher than
400 Daltons, in stable association with ferric
oxyhydroxide. As the molecular weight of the
dextrin must be narrow it is another important
feature of the invention that the 10% fraction of
the dextrins having the highest molecular weight
has an average molecular weight of less than

2

4,500 Daltons, and that 90% of the dextrins are
having molecular weights of less than 3,000
Daltons. It is further important that the 10%
traction having the lowest molecular weight has a
weight average molecular weight of 340 Daltons or
more.
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(57) Pedpepar:

BuHaxin  Hanexute pgo  dapmaueBTUKM i
CTOCYETbCA  3ani30-AeKCTPUHOBOI  CMOMyKM Ang
NikyBaHHA aHemii, nos'sa3aHoi 3 gediunTom 3anisa,
fIka BKIIOYAE TOpOreHi3oBaHUM OEKCTPWH, WO Mae
CepefHbO3BAXEHY MOSEKYNapHY Macy, dKa He
nepesuwye 3000 [, Ta cepeoHboOYMCErbHY
MOMEeKynsipHy Macy, sika AopiBHI0e abo nepeBuLlye
400 [, y cCTinkoMy 3B'A3Ky 3 OKCUTigpOKCMEOOM
3anisa, npuyomy 10 % dhpakuia AeKCTpUHY, WO Mae

-3-

HalBuWLLly MOMEKYnspHY Macy, Mae CcepegHio
MonekynapHy macy, MeHwy 3a 4500 [, i 90 %
OEKCTPUHIB MaloTb MOMEKynsipHy Macy, MeHWwy 3a
3000 [, a Ttakox, 10 % dpakyis, Wo Mae HanHmKYy
MOMEeKynsipHy  Macy, Mae  CepeOHbO3BaXKeHY
MonekynsipHy macy 340 [0 abo OGinblwe. Takox,
BMHaxih  crocyeTbca  cnocoby  opepaHH:
3ani3o-0eKCTPUHOBOI  Crnonyknu,  dhapmaueBTUHHOT
koMnoauuii Ta cnocoby i omepaHHs, i TaKoX,
BOOHOMO PO34UHY 3ani30-AeKCTPUHOBOT CMOSTYKK.
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Onuc BnHaxony

BuHaxig cTocyeTbCsi HOBUX 3amni3o-4eKCTPMHOBMX CMOMYyK Ta chnocoby ix ogepkaHHs. Kpim Toro, BuHaxig
CTOCYETbCS 3aCTOCYBaHHsi O4EKCTPUHY 3ariza ans BUpobHMLTBa hapMaLeBTUYHUX KOMNO3MLIA AN NiKyBaHHS aHemil,
noB'A3aHoil 3 AediynTom 3anisa y nogen abo ceiicbkol Xynobu.

Moe'asaHa 3 gediuMToM 3aniza aHeMisl ONUCYETLCS SIK OAWH i3 HAaNMOLUUPEHILLMX, @ MOXIMBO W SK NOLUMPEHIWNNA,
NaTonoriMHUIA CTaH, KW TpannaeTbCcs cepen Nogen B yCboMy CBITi. Y Cy4acHOMY CBUHAPCTBI Ta PO3BEAEHHI iHLWMX
CBIACbKMX TBapWH NoB'A3aHa 3 AediyMToM 3aniza aHeMmisl TakoXX € npobnemolo, SKWO He BXWUTW BigmnoBigHMX
npodinakTUYHNX 3axoqis.

Xo4a nos'asaHy 3 AediyMToM 3anisa aHeMilo 4acTo MOXHa nonepenuTi abo BUMIKYBaTK LUMAXOM NepoparbHOro
BBE[EHHS 3ari3oBMiCHUX KOMMO3ULiR, y 6araTbox BMNagkax nepesary BifgaloTb 3aCTOCYBaHHIO KOMMNO3WLiA 3anisa ans
napeHTeparncHOro BBEAEHHS 3 MEeTOW YHWKHeHHs konvBaHb Gioakymynsdii, siki TpannaioTbca npu nepopansHOMy
BBe[eHHI, Ta 3abeaneyeHHs epeKTUBHOIO BBEOEHHS.

OTxe, 3anisoBMiCHI KOMMNO3uLii ONa napeHTepanbHOro 3acToCyBaHHs, TOOTO NiALLKIPHOrO, BHYTPILHBOM'A30BOrO
abo BHYTpPILUHEOBEHHOMO BBEAEHHS, NPOTArOM 6araTboX pPoKiB BUKOPUCTOBYHOTHCA NPaKTUKYOYMMU BeTepuHapamu abo
nikapsimu.

Xo4a gna napeHTepanbHUX iH'eKUi NpoTu noB'a3aHol 3 aediynToM 3anisa aHeMmil K KOMNOHEHTM KOMMO3WULin
3aCTOCOBYHOTbCSH ab0 MPONOHYIOTLCS Pi3Hi 3ari30BMICHI peYOBUHM, HANGINbLL NOWMPEHUMN 3 MPUAHATHUX Y HaL Yac
KOMMNO3UUiA € Ti, WO BKMNoYaTh KOMBIHOBAHMI NpoayKT okcurigpokeuay 3anisa (abo rigpokcua 3anisa) y noegHaHHi 3
OeKCTpaHoM. [leKCTpaH € noniMepHMM BYIFIEBOAOM, SKUA BupobnaeTbcs MikpoopraHiamamu Leuconostoc
mesenteroides.

| xo4a gekcTpaH y 6araTboX BigHOLLUEHHSIX € NPUINHATHOIO CMOSYyKO, BiH Mae TOW Hedonik, Wo MeTabonisyeTbesi B
NIOACbKOMY OpraHiaMi nuwe Ao neBHol MeXi. KpiMm Toro, geKkcTpaH MOXe BUKIUKaTWM aHadinakTUYHI peakuil npu
napeHTepansHOMy BBEOEHHI.

3anizoBMicHa KOMMNoO3uLia AN napeHTepanbHOI iH'eKLii Mae HaneBHO 3a40BOSMbHATU KiTbKOM BMMOraMm, BKIIOYaloun
WBKUAOKY OOCTYMHICTbL 3anisa gns cuHTe3y remornobiHy, BigcyTHIiCTb MicueBux abo 3aranbHux nobivdHux edpekTtiB Ta
CTiliKicTb Npu 36epiraHHi, sika 3abeanedye [OCTaTHIA TePMiH 36epiraHHsl NpW HABKOMULLHIA TeMnepartypi.

YacTto Moxe BUHMKaTK noTpeba y nepopanbHOMY BBEAEHHI KOMNO3ULii 3anisa, OCKiNbKU Len WNAX € Han3pyYHilnum
ans peuunieHTis. YacTum HegonikoM, SKMA TpannseTbea Micns nepopanbHoOro BBEOEHHS KOMMO3WUi 3anisa, €
nopylleHe 3acBOeHHs. Komnosuuil 3anisa 3 HaneXHUMK XapakTepucTMKaMu MatloTb KOHTpOnbOBaHO 3abeanedyBaTu
OpraHiaM 3anisoM Yepes LUYHKOBO-KMLLKOBMIA TPaKT Ana 3abeanedeHHss acuMinsayii 4oCTaTHLOI KinbKocTi 3anisa Yepes
eniTenii KULWEeYHWKa i He NOBUHHI MaTu HeraTMBHOIO BMAMBY Ha TPaBMEHHSA AK Take.

[Y GB 1,076,219] onucaHo cnoci® BUpoGHULUTBA KOMNIEKCy Ana npodinakTukn abo nikyBaHHSA aHemil, noB'asaHol 3
AediynMToM 3anisa, AKMIA MICTUTL 3ani30, 4EKCTPUH abo OeKCTpaH HU3bKOT MOMeKynspHoi Macu Ta copbit.

[Y US 4,927,756] onucaHo npouenypy OLEp:KaHHs 3aniso-4eKCTpaHOBOI CMOMyKW, Y SKiM MorekynsipHa maca
AekctpaHiB ctaHoBMTb 2000-4000. BkasyeTbcs TakoX, WO OEKCTpaH Ta caxapuau, aKi MaloTb MONEKYNApHY Macy Hux4e
1000[a, po3knagaoTbcs B yMOBAX peakuii, Npr3Bogaymn 40 YTBOPEHHSI TOKCUYHUX NPORYKTIB.

[Y WO 9900160] onucaHO AeKCTpaHWu 3arnisa, siki ckrnagaloTbCs 3 AEKCTPaHiB, WO MawTb CepenHbO3BaXeHy
MonekynsipHy macy Big 700 go 1400 Ta cepepHboYMcenbHY MonekynspHy macy Big 400 go 1400 JanbToHiB y CTiikomy
3B'A3KYy 3 oKcurigpokcngom 3anisa. OnucaHi 3aniso-geKCTpaHoBi KOMMMeKcH 3a0e3nedytoTb 3HUKEHHST KinbKOCTI
BMNagkiB aHadinakTu4HNX NobivHMX edekTiB.

Bignommmn € 1 iHWi komnosauuil 3aniza gna nikyBaHHs aHemii, no'A3aHoi 3 AegiyuToM 3anisa, Taki fk
3ani3o-caxapo3Hi Ta 3aniso-rnokoHaTHi cnonykn. Lli cnonykm He Tak MiLWHO 3B'A3Yyl0Tb 3aniso, BHACMiQOK 4oro
KOHLIEHTpaLis BinbHKX ioHiB Fe3* spocTae, Wo 36inbluye TOKCUYHICTL CNOMYK 3anisa npy napeHTepansHOMY BBEOEHHI i
MOXXe NMPU3BECTM OO0 NopyLUeHb TPaBreHHs Npyu nepoparnsHOMY BBEOEHHI.

Byno onucaHo, wWo cepen npeacTaBHWUKIB HapogiB 6aHTy Bunagkym noB'A3aHoi 3 AediuMtom 3anisa aHemii
TpannaTbCa AyXe piako, i HaBnaku, 4Yacto TpannsTbCs BUNaAKU NepeBaHTaXeHOCTi 3anizoM. 3aniso HagxoguTb,
FONMOBHMM YMHOM, 3 DKEK BHACNIOOK CMOXWBaHHA TpaguuidHOI Kawi 3 3epeH i3 3anisHux ropwukis. Hasitb 3a
BiACYTHOCTI MpsIMMX OOKa3iB MOXHa NPWMNyCTWUTU, LIO 3ani30 CTae PO3YMHHUM Y KUCIIOTHOMY CepedoBULLi LLUyHKa,
3MillYeTbCs 3 LlyKpamu 3 Tigponi3oBaHoOro XapyoBOro Kpoxmario, a NnoTiM HagxXoAuTb A0 TOHKOI KWLLKK, Ae nepexoBaHa
*ka, Garata Ha UyKop Ta 3aniso, HeWTpaniayeTbCs ANS YTBOPEHHA PO3YUHHMX BYIIEBOAHMX KOMMMekcie 3anisa. Ll
PO34UHHI 3ani30-LYyKPOBi KOMMNIEKCU NErko NepeHocAaTbCs N ancopOyloThCsl KMLLKOBUM TpakToMm 6e3 o3Hak BrokyBaHHA
cnusoBoi  obonoHkn. [Spiro and Saltman. Polynuclear complexes of iron and their biological Implications:
Structure and bonding pp.116-156].

HesBaxatloun Ha BULLE3ragaHUin nporpec y BUpoOHULUTBI NPOAYKTIB 3anisa, icHye notpeba y 3abeaneyeHHi cnonykm
3anisa, sika Morna © 3acTocoByBaTMCA ANS OOEPXaHHA KOMMNO3WUi Ans NikyBaHHA abo NpoginakTUKU aHemil,
noe's3aHoi 3 gediyMToM 3amisa, NpuUYOMy LS CRofiyka 3ariza He MNOBMHHA CTBOpHOBATM Npobnem, TpaauuinHo
XapaKTepHUX ANsi AeKCTPaHiB.

MeTa gaHoro BuHaxody nonsirae B 3abesneyeHHi HOBMX KOMMO3WULUIN 3aniza Ana nNikyBaHHs aHeMmii, NoB's3aHol 3
aediynTom 3anisa, Aki BignoBigaloTb YCiM 3 HUXKYe3a3HauYeHMX BUMOT:

- BUCOKa [OCTYMHiCTb 3anisa ans agcopbuii y KulweyHWKy 6e3 BUKIMKaHHA Npobrem 3 TpaBrieHHsaM Mpu
nepoparsHOMY BBefeHHI;

- 3abesneyeHHs 3ani3oM y dopmMi, sika ferko agcopbyeTbCs B KULLEYHUKY;

- BMCOKa AOCTYMHICTb 3anisa 6e3 puanKy TOKCMYHOCTI, BUKMWKAHO! BMCOKOIO MicLieBolo KoHLeHTpauieto Fe3' npu

4-
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napeHTepansHOMy BBEOEHHI;

- BiCYTHICTb 3B'AA3KY 3 aHadinakTU4HOK peakLieto;

- BMIiCT BENnU1KoI KinbKocCTi 3aniaa;

- 30aTHICTb OO YTBOPEHHS CTIMKMX PO3YMHIB BuULle3ragaHoi komnosuuii 3anisa, ski MiCTaTb BEnWKY KinbKicTb
3anisa i BignoBigatoTe OCHOBHWMM BUMOraMm Ansi chapmMaueBTUYHUX KOMNO3MULiA, TOBTO MOXYTb OyTW CTepunisoBaHi, B
ONTUMaribHOMY BapiaHTi - LUNSXOM aBTOKNAaBYBaHHS, | € CTiikuMKM nig Yac 30GepiraHHs NpoTSromM TpuBaroro nepiogy 3a
HaBKOIMMWLLHIX TemnepaTyp.

ABTOpamMK HecnogieaHo Oyno BUABMEHO, WO BCIM BULLE3a3Ha4YeHUM BMMOram BiONOBigaloTh 3ani3o-OeKCTPUHOBI
CMOJTyKW 3rigHO 3 BUHaXOAOM.

3rigHo 3 gaHnMm BUHaxodoM 3abesnedyeTbes 3aniso(lll)-aekcTpmHoBa cnonyka.

[eKkCTpMHOBY CnomyKy ofepXKyloTb LUAAXOM rigponidy kpoxmanto. [eKCTpuHU € caxapuaamu, siki cKrnagalTbes 3
ITIIOKO3HMX QINSHOK, 3B'A3aHNX nepeBaXHO A-1,4-rMIOKO3NOHUMMK 3B'S3KaMU.

[eKkCTpuHM 3a3BMYall  OOEPXKYIOTb LUMSXOM  AenoniMepusadii  Kpoxmanto, 3acToCoByuM Bigomi  3acobu
AenoniMepuaalii, Taki ik KUCNOTWU, OCHOBU abo hepMeHTU. 3anexHo BiA NOXOMXKEHHS, KpoXMarib TakoXX MICTUTb Kinbka
A-1,6-rmoKko3nMgHMX 3B'A3KIB, PO3TALUOBaAHUX Yy MiCUAX Bigrany)XeHHst nonirmioKo3HOro nadutora. Takum YWMHOM,
OEKCTPUHM TaKoX MOXYTb MICTUTK NOAIGHY HU3bKY dpakuito A-1,6-rnoko3ngHmx 3B'a3kie. LLNsxom perynoBaHHA YMOB
aenoniMepu3aalii KPOXMarno MOXHa CNpUsSTA Po3puBaHHio A-1,4-rmioKo3ngHNX 3B'a3kiB abo A-1,6-rMioKo3naHMX 3B'A3KIB
TaKMM YMHOM, LWO6 ChiBBIQHOWEHHA MK LMMW Tunamy 3B'A3KIB Oyno pisHMM MK YTBOPEHWM Kpoxmarnem Ta
ofepXaHUMWN SeKCTPUHaMK.

OpHielo 3 xapaKkTepHUX BNacTUBOCTEN KPOXMario Ta AEKCTPUHY € TXHi reneyTBoptoBanbHi BNacTuBoOCTi. Ha BigMiHy
Bil OeKcTpaHiB, Kpoxmarnb Ta BULL AEKCTPUHW YTBOPKOKOTL refb HaBiTb Y MOMIPHUX KOHLUEHTpauifax, Lo YTpyOHe
poGoTy 3 HUMM.

[eneyTBopioBanbHi  BMacTMBOCTI KpoXmario Ta [OeKCTPUHIB MOXYTb OyTWM  3HWXKEHi LNAXOM 3MeHLUEeHHS
MOSEKYNAPHOT Macu LUNAXOM raponiay, ogHak, rigponia He NoBUHeH 6YTW LUMPOKUM, OCKiMbKM BiOOMO, WO LYKpU Ta
Mani 4eKCTPUHU MOXYTb BUKIMKATW NpobrnemMun 3 TOKCUYHICTIO NpY NOEAHAaHHI 3 3ani3oM B acoliaTMBHOMY KOMMIEKC.

B onTumanbHoMy BapiaHTi Kpoxmanb rigponisyloTb, OOKM BiH He nepecTae yTBOPHOBATUM CUMbHO 3abapBrieHi
KoMMNnekcn 3 nogoM. PosunHM Kkpoxmanto, rigponisoBaHi OO Takoi MeXi, BKMOYaloTb BENWKY KiNbKICTb OEKCTPUHY B
NoTpPiIGHOMY AianasoHi po3Mipy MONeKys i MaloTb B'A3KICTb, 4OCTATHBO HU3bKY ANS TOro, Wob A03BONSATM NpautoBaTu 3
PO34MHaMU NETKO | TOYHO.

3rigHO 3 BMHAXOOOM, 3HWXKEHHS MONEKYNAPHOI Macu Kpoxmanio B ONTUManbHOMY BapiaHTi 3AINCHIOKTL K
KMCMOTHWUA rigposi3 i3 3acToCyBaHHAM CUSbHOI MiHeparibHOI KUCHOTK, Takol SK cipyvaHa Kucnota, docdopHa kucnota
abo consaHa kucrnota. ConsgHa KUCNoTa € ONTUMAarbHOK KUCIOTO ANS Tigponisy Kpoxmarnio.

Kpim Toro, aBTopamu 6yno 3pobreHo BMCHOBOK MpPO HEOOXIOHICTb OYULLEHHS] OEKCTPUHIB OO 3BYXXEHHS po3kuay
MOSEKYNAPHOT MacK Ans ogep)aHHs Ginbll piBHOMIPHUX 3ani30-0eKCTPUHOBUX KOMMMEKCIB.

OTXe, BaXXNMBOK 0COBONMBICTIO BUHAX0AY € Te, WO AEKCTPUH MigponisyeTbesa A0 BignoBiAHOT HU3bKOI MOMeKynspHol
MacK i ppaKkuioHYeTECA A0 BYXKYOro Aiana3oHy MOSeKynsapHOI Mack 3 BUKITIOYEHHAM OEeKCTPUHIB BUCOKOT MONeKynapHOT
Macu Ta HU3bKOMOSEKYNAPHUX caxapuais.

CepepnHbo3BaxkeHa MonekynspHa maca (Mw) OekcTpuHiB, ki MatoTe koMGiHyBaTUCA 3 3ami30M 3riAHO 3 BUHAXOMOM,
noBuHHa ByTn HMxk4ot 3a 3000 [anbToHiB, cepegHbovmcenbHa MorekynapHa maca (Mn) noBuHHa 6yTu Buwoto 3a 400
[anbToHiB.

OcKinbkn MornekynsipHa Maca LeKCTPUHY MOBMHHa MaTWh BY3bKi MeXi po3OiKHOCTEW, e OfHIe BaXKIMBO
ocobnueicTio BuHaxogy € Te, wo 10% dpakuia OEeKCTPUHIB, Sika Mae HamBULLY MOMEKYNAPHY Macy, Mae cepemHio
MoneKkynapHy Mmacy, meHwy 3a 4500 [JanbToHiB, @ 90% AEKCTPUHIB MalTb MOMeKynspHy macy, MeHwy 3a 3000
OanbToHiB. Baxnueo Takox, wo 10% dpakuisa, Wo Mae HalHWXYy MOMeKynspHy Macy, Mae CcepeOHbO3BaKeHy
MonekynspHy macy 340 [lanbToHiB abo binbLue.

B ontumanbHomy BapiaHTi BTineHHA 10% dpakuia OeKCTpUHIB, ki MaloTb HaWBULLY MONEKYNspHy macy, Mae
cepenHio MonekynsapHy macy, meHwy 3a 40000a, 90% AeKcTpuHIB, WO MalTb MOSeKynsapHy macy, meHwy 3a 3000
OanbToHiB, i 10% dpakuia, Wo Mae HanHWKXYY MOMEKYNApHY Macy, MalTb CepefHbO3BaXeHy MorekynapHy macy 800
HanbToHiB abo GinbLue.

ABTOpamu HecnopiBaHo Oyno BUABMEHO, Lo Taka dpakuia AEeKCTPMHY Mae AOCTaTHbO HWU3bKY B'A3KICTb, fka
AO3BONSE Nerko W HapiiHO mpayloBaTh 3 po3yvMHaMKU OEKCTPUHY, | Taka dpakuia OeKCTpuHy 3abeanedye acoliaTUBHI
KOMMIIEKCH 3 3ani3oM 3 gyXKe PiBHOMIpHUMUW po3Mipamu.

OpaKuioHyBaHHS, B MpUHUUMI, Moxe OyTKW 3giiCHEHe 3 3aCTOCYBaHHSIM BiOOMMX npouedyp dpaKkuioHyBaHHs
onirocaxapvaie, npuaaTHUX Ans dpakuyioHyBaHHA 3i 3BY)KEHHAM Aiana3oHy MonekynsapHux mac. [Jo Takux npouegyp
HanexaTb XpomartorpadivyHe ouMLLeHHsl, cnocobn ioHHOT XpomaTorpadii Ta OYMLLEHHS] 3 3aCTOCYBaHHAM TexHonoril
MeMBpaHHOro BIOOKPEMIIEHHs!, MpUYOMYy nepeBary BiOAaloTb OYMULEHHIO MemOGpaHHUMKM cnocobamu. Ocobnuey
nepesary BiogawTb MeMOpaHHOMY MPOLECOBI 3 3aCTOCYBaHHAM MeMOpaHM 3 BUKMOYEHHSM Yy AdianasoHi 340-800
JanbToHiB ANs BUAaneHHa caxapuaiB HU3bKOT MOSEeKyNsapHOI Macu.

Ha BigmiHy Bin dpakuioHyBaHHA 3 3acToCyBaHHSM MeMOpaHHMX NpoLeciB, TPaguLiiHO 3aCTOCOBYBaHa TEXHOIOTisS
dpaKLioHyBaHHA Ha OCHOBI OCaXXeHHS € HENPUWHATHUM cnocobom dpakLioHyBaHHSA AN AaHOro BUHAXo4y, MOXIUBO,
Yepes Te, WO OTpMMaHa dpaKLia OEeKCTPUHY He € AOCTaTHbO BY3bKOK. TakuM YMHOM, OAepXaHi 3anizo-geKkCTpUHOBI
CMOnyKW, ofepkaHi 3 3acTOCyBaHHSAM (paKLUioOHYBaHHA OEKCTPUHY LUMSAXOM TpaaWUiiHOTO OCamKeHHs, He MalTb
BUTQHWX BNacTUBOCTEN 3ani30-4eKCTPUHOBUX CMONYK 3rigHO 3 AaHWM BUHaXOAOM.

Mepen komOGiHyBaHHAM i3 3anizoM ycyBalTb BigHOBMIOBaNbHY 34aTHICTb AeKCTpuHIiB. Lle mMoxe agiicHioBaTucs
WNAXOM rigporeHisauii  KiHUeBUX anbaerigHMX rpyn AekCTpuHiB Ao cnuptis. Lle BigHOBRNeHHA 3giiicHIoTb,
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3aCTOCOBYlOUM 3aransHoBigoMi npouenypw. MNepeBary BigaaoTb rigporeHisadii 3 sactocyBaHHAM Goporigpugy HaTtpito.

Micns rigporeHisayii BigHOBNtoBanbHa 30aTHICTb AeKCTpuHIB Mae OyTn MeHwow 3a 3,0%, SK BU3Ha4awTb,
3aCTOCOBYHOUM CNOCIO OKMCHEHHA Migi.

OuULLEHUA | FiOQPOreHi30BaHNN LEKCTPUH AK BOAHWMIA PO3YMH KOMOIHYIOTH 3 NPUHANMHI OFHIE0 PO3YMHHOKW Y BOgi
cinnio 3anisa; 4O YTBOPEHOro B pe3ynbTaTi po3ynHy AoAalTb OCHOBY AN YTBOPEHHS MopoKcuay 3arnisa i ogepxaHy B
pe3ynbTaTti CyMill HarpiBaloTb ONS NEpeTBOPEHHsl TOPOKCMAY 3arnisa Ha OKCUFOApOKCMA 3anisa sk Cchnonyky,
acoLiioBaHy 3 AEeKCTPUHOM.

OnTumansHMM NPUKIagoM PO3YUHHOI Y BOAI Cori 3anisa € xriopug 3anisa.

OnTMMansHUIM BapiaHT BTINEHHA NpoLecy BKIOYae Taki eTanu:

(i) NnpuroTyBaHHsi BOOHOIMO PO3YMHY, SKUA BKNIOYEE OYULLEHWIA TOPOreHisoBaHWi OEKCTPUH Ta NpUHaWMHI OgHY
PO34MHHY Y BOAI CiNb 3aniaa;

(ii) moBegeHHs pH BuMLEe3ragaHoro BOAHOIO pO34MHy A0 MOKa3HWKa BULLe 7 LWNIAXOM 4o4aBaHHA OCHOBY;

(iii) HarpiBaHHs cyMilwi oo Temnepatypy Buwe 85°C, AOKM BOHA He NEPETBOPIOETHCA Ha YOPHUN abo TeMHo-Oypuii
KOSOTAHMI PO34UH, AKUIA DiNbTpyoTb Kpidb dinbTp 0,45MKM; i

(iv) noganblue ounweHHs Ta crabinizayilo 3 3actocyBaHHSM inbTpauil, HarpiBaHHA Ta MEMOPaHHUX NpoLUeciB i
AofaBaHHs ogHoro abo Kinbkox cTabinisaTtopie Ta, HEOOOB'SI3KOBO, BUCYLLYBAHHS PO34YMHY AN ofepkaHHS NoTpibHOT
3anis3o-4eKCTPUHOBOT CNOMYKW Y BUMMSAAI CTINKOO NOPOLLIKY.

Y We Kpawomy BapiaHTi pH BogHoOro posdnHy Ha etani (i) goBoaaTb 4O NokasHuka Buwe 8,5 wnaxom gogaBaHHA
OCHOBM.

Crabinisauito B onTUManbHOMY BapiaHTi 3AINCHIOKTL LUMSXOM OOAaBaHHSA COfli OpraHiuHo! rgpOKCUKUCIOTH, B
onTUMaribHOMY BapiaHTi - LuTparTy.

B ogHomy onTumanbHOMY acnekTi BMHaXif CTOCYETbCS 3anil3o-4eKCTPUHOBOI CMOMyKW, AKa € po3YMHHUM Y Bodi
nopoLukoM, Wwo Bkrovae go 50% (maca/maca) 3anisa. B onTumanbHoMy BapiaHTi BMICT 3anisa y NOpoLlKy CTaHOBUTb
10-50% (maca/maca), kpawe - 20-45% (maca/maca), Wwe kpaule - 30-42% (maca/maca).

TakuMm YMHOM, AaHWUi BUHaXIO CTOCYETbCA 3ani3o-AeKCTPUHOBUX CMOMYK, siKi MaTb MaKCUMAarbHO HU3bKY YacToTy
HebaaHMX NOoBIUYHMX edeKkTiB | € OOCTaTHbO CTIMKMMW, TakoX Mig 4ac cTepunisauii Ta 30epiraHHA §K BOOHMX
PO34MHIB, MPUYOMY Taka 3ari3o-4eKCTPUHOBA CMoSlyka MOXe 3aCTOCOBYBATUCS K KOMMOHEHT y chapMaueBTUYHIN
komMnosauuil ans npodinaktukn abo nikyBaHHA AediunTy 3anisa y TBapuH abo nogen Wnsaxom napeHtepanbHoro abo
nepopansHOro BBEAEHHS, | Taka 3aniso-4eKCTPMHOBA CMoSyKa XapakTepusyloTbCs TUM, LLO BKIHOYAE FiApOreHisoBaHum
OEKCTPUH, SIKUIA Mae cepenHbOo3BaykeHy MorekynsapHy macy (Mw), meHwy 3a 3000 JanbToHiB, B ONTMManbHOMY BapiaHTi
- npubnuasHo 1000 [JanbToHiB, cepemHboYMCeEnbHY MonekynspHy macy (Mn), ska gopiBHioe abo nepesuwlye 400
[anbToHiB, y CTiikoMy 3B'I3Ky 3 OKCMTi4pPOKCMAOM 3ari3a.

B anbTepHatuBHOMY BapiaHTi onepawilo BUCYLWYBaHHS NPONycKaloTh | piauHy Ans iH'ekUin ogepXyoTb i3 o4nLeHOro
po34unHy 6e3 oro NPOMIKHOTO BUCYLLYBaHHS.

Y WWe ogHOMY ONTUMaribHOMY BapiaHTi BTINEHHS rigporeHisauito AeKCTPUHY 34INCHIOTE 3a gonomorot Goporigpugy
HaTpito Y BOOHOMY PO34UHI.

ABTOopamu HecnofiBaHo Oyro BUSIBNEHO, LWO 3ani3o-AeKCTPMHOBAa crornyka 3rigHO 3 BUHAxodoM Mae 3HauHi
nepeBary NOPIBHAHO 3 yXKe BiBOMMMU 3ani30-4eKCTPUHOBUMU CNOMyKamu.

Mo-nepLue, 3acTOCOBYHOUM CMOCIO 3riAHO 3 BMHAaXOO4OM, MOXHAa ofepkaTh OEKCTPUH 3anisa, WO Mae AyXe BMCOKWI
BMICT 3ani3a, po3paxoBaHWUi K CNiBBIOHOLLEHHS MiXK 3a5i3oM Ta 3ani30-AeKCTPUHOBUM KOMMIIEKCOM Y LjirloMy.

[Mo-apyre, 3aniso-AEKCTPUHOBI CMOSYKN 3riQHO 3 BUHAXOAOM € BUCOKOPO3YMHHUMU Y BOL|, LLO AO3BOSNSE ofgepXyBaTu
BOOHI pO34MHM OEKCTPUHIB 3anisa 3rigHO 3 BMHaxodoM, fiKi MICTATb Ay)Ke BeniMKy KinbkicTb 3anisa. Lli posymHu €
CTINKMMMU | He po3napatoTbes Npu 36epiraHHi, HanpuKnag, WIAXoM refieyTBOPEHHS Ta OCaKEHHS.

Kpim Toro, pos3umH 3aniso-4eKCTPMHOBUX CMONyK 3rigHO 3 BUHaxodoM Moxe OyTW CTepunisoBaHUM LUMSXOM
aBTOKNaBYyBaHHA 6e3 cyTTeBUX DI3UYHMX 3MiH PO3YMHIB. TakMm YMHOM, PO3YMHM MOXYTb OyTW aBToknaBoBaHi 6e3
OyOb-SIKNX CYTTEBMX 3MiH MOSEKYNSPHOT Macu komnnekcie abo B'A3KOCTi po34MHY.

Omxe, 3anizo-0eKCTPMHOBI CNONYKX 3rigHO 3 BUHaxoOoM 3abesnevyloTb MOXIMBICTE ofepXXaHHsA hapMauLeBTUHHUX
KOMMNO3WUiA, SKi MICTATL AyKe BernuKy KinbKiCTb 3anisa Ha oguHULU Macu i BignoeigawTb yciM BuMOram ans
dapmaLeBTUYHMX KOMMO3WLiMA, TaKMM K NPUAATHICTb ANA aBTOKMaBYBaHHs Ta CTiKICTb NMPOTAroM TpuBaroro nepiogy
NPV HABKONULLHIN TemnepaTypi.

Hanpuknag, 3rigHO 3 BMHaxogoM, MOXYTb OyTu omepxaHi piguHu ans iH'ekuin, ski mictate 20% 3aniza. Taka
piouHa ansa iH'ekui, Aka MICTUTb BENWKY KinbKiCTb 3anisa, mae Ty nepeeary, Wo AnsA iH'ekuii cyb'ekToBi, sikoro
nigoaTb NiKyBaHHIO, BUMaraeTbCa MeHLIa KinbKicTb Liel piaMHKM, Wo € BUrigHUM sk ans cyb'ekta, skoro nigoarTb
NiKyBaHHIO, TaK i 4na ocobu, sika 30iNCHI0E NiKyBaHHS.

TakMM 4YMHOM, B iHWOMY acnekTi BUHaxin 3abeaneudye BOAHI PO34YMHU, SIKi MICTATH 3ani30-4eKCTPUHOBY CMOMYKY
3rigHO 3 BMHAxXo4oM, i B AKMX BMICT 3anisa cTaHoBuTb A0 35%. B ontumanbHoMy BapiaHTi BMICT 3anisa cTaHOBUTb
1-35%, kpaue - 5-35%, we kpawe - 5-30%, Halikpawe - 10-25%. BogHi posynHm, ski mictats 1, 2, 5, 10, 20, 25 abo
30% 3anisa, TakoX OXOMSITLECA ONTUMAaNbHUMUW BapiaHTaMy BTINEHHS BUHaAxo4y.

BogHi po34nHM NpMroTOBNSAOTbL, 3aCTOCOBYIOHMM Byab-aki BU3HaHi cnocobu KoHcepBauil, Taki ik aBTOKNaByBaHHS,
dinbTpauis kpisb 0,2-0,5-MiKpOHHMI DINBTP Yy CTepunbHUX ymMoBax abo AoAaBaHHSA KOHCEpBaHTY. AK npukniag
KOHCepBaHTYy MoxHa HaBecTu 0,5% deHon.

ABTOKNABYBaHHSA € OMNTUManbHUM CMocobOM KOHcepBauii BOAHWX PO3YMHIB 3rigHO 3 BuHaxogom. Ocobnusy
nepeBary BigAalTb aBTOKNaByBaHHIO npu Temnepatypi 121-135°C npotarom nepiogy 5-40 xBunuH. Akwo pH BogHMX
PO34MHIB € HMXYMM 3a 7,5, nepeBary BioAaloTb aBTOKNABYBaHHIO PO34MHY NpOTAroM nepiogy, skMii He nepesuwye 40
XBUINWH.
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Y e ogHoMy onTUMasnibHOMY BapiaHTi BTiNeHHA BULWe3ragaHi BogHi po3dnHM € dhapMaleBTUHHUMKU KOMNO3MLiAMM.

TepMmiH "dapmaueBTMYHI koMmno3unyii" B gaHoMy onuci cnig pos3rnagaty B LUMPOKOMY PO3YMiHHI, i BiH oxonntoe
koMno3uuil gnsa nikysaHHa abo npodinakTukmM aHeMii, NoB'a3aHoi 3 AediynToM 3anisa, y nogen abo TBapuH, TakMx SK
CBIACbKi TBapUHW.

dapmaueBTUYHI KOMNO3WLii, AKi BKMOYaOTb 3aniso-4eKCTPUHOBI CMOSMYKM 3rigHO 3 BUHAXOAOM, OLEPXYIOTb,
3aCTOCOBYIOYM NpoLEenypu, 3aranbHOBIAOMI cepen cnewianicTis.

B ogHomMy BapiaHTi BTIMEHHA pigMHU ONA iH'EKUin NPUIoTOBNSTL LIMSAXOM 3abe3neqYeHHs BOOHOTO PO3YUHY
OEKCTPUHY 3arni3a 3rigHO 3 BMHAaXOAOM, PO3BEAEHHS, SKLWO NOTPIOHO, ¥ BiANOBIOHOMY PO3YMHHUKY, perynoBaHHa pH,
cTepunisauii WwWnsxomM inbTpauil Ta po3nMBaHHS B NONepenHbLO CTEPUNI3oBaHi amnynyu abo dnakoHm.

B iHWOMY BapiaHTi BTINEHHS piguHW Ans iH'eKUin NpUroToBRATL LWIAXOM 3abe3neyvYeHHss BOOHOro PO3YUMHY
OEKCTPUHY 3arnisa arigHO 3 BMHAaXOAOM, PO3BeAEHHS, SKLO NOTPIOHO, Y BiANOBIOHOMY PO34YMHHUKY, perynoBaHHa pH,
PO3MNBAHHS B NOMNEpPenHbO CTEPUNI30BaHI amnynn abo rakoHW 3 HAacTYMHOK CTepuIidalieto WSXOM aBTOKNaByBaHHS
3anoBHEHMX amnyn abo drakoHiB.

OaovH onTUMarnbHWA BapiaHT BTINEHHA BUHaxogy 3abesnedye npuaHadeHy Ans BBEOEHHS MoAvHI piguHy ans
iH'ekUin, ska Bknodae 1-20% 3aniza Ha ogUHNULIKD Macu piguHN Ans iH'ekuin.

|HWKUA onTMManbHUIA BapiaHT BTINEHHA BUHaxogy 3abesanedye NpuaHaqeHy NS BBEOEHHS TBapWHi piouHy ans
iH'ekUin, sika Bkntodae 10-30% 3anisza Ha oAMHWLKD Macu PiauHM 4ns iH'eKUin.

Komnosuuii gna nepopanbHOro 3acTocyBaHHA OOEPXKYIOTb, 3acTOCOBYIOYM Npouedypw, 3aranbHoBIigOMi cepefn
cneuianicTie. MpuknagaMmn KOMMNO3ULiIA ANS NepoparibHOro 3acTOCyBaHHSA € TabneTku, kancynu, cuponu, nactum Ta
CyMiLLi.

dapmaLleBTUYHI KOMMNO3WLii, AKi BKMOYaOTb 3ari3o-AeKCTPMHOBY CMOMYKY 3rigHO 3 BUHAxXOAOM, peuenTyoTb 3
OOLOaTKOBUMU MOXUBHUMM ab0 dhapmMaueBTUYHO KOPUCHWMW PEYOBUHAMMW, TaKMMW SIK BiTaMiHW, B ONTUMaribHOMY
BapiaHTi - pPO3YMHHI Y BOAI BiTaMiHW, NOXMBHI MiKpOeNeMeHTU, Taki ik MeTanu, Hanpuknag, kobanbT, Migb, UWHK
abo ceneH, abo aHTUGIOTMKKU, TaKi AK TUMNO3UH. BiTamiHW, HEPO3YMHHI Yy BOAi, HaBiITb MOXYTb OYyTU eMynbroBaHi y
BOOHUM PO3YMH, SIKMA MICTUTb 3anis3o-4eKCTPUHOBY CMOMyKY 3rigHO 3 BMHAXOAOM Yepes 3acTOCyBaHHSA BignoBigHOro
emMynberaTopa.

CneuianicT y AaHin ranysi ouiHUTL Ty nepeBary, WO, Ha BiAMIHY Big AEKCTpaHiB, OAEKCTPUHWM HE BUKMMKaOTb
aHaginakTM4YHMX npobnem. 3aBgaky LbOMY HaBiTb Y BUNaAKaX, KON BUAANEHHS MOMeKys BUCOKOI MOMeKyNsipHOi macu
€ MeHLW edeKTUBHUM, HiXX nepenbaqanocs, pU3nK BUKIMKAHHA HEraTUBHUX peakuin y peuunieHTiB 3BoguTbcA A0
MiHIMYMY, OCKINIbKM AEKCTPUHMN BCIX MOMNEKYNSPHUX Mac € 6e3Ne4HUMU | He CXUMBbHUMW [0 BUKITMKAHHS aHadinakTuyYHUX
peakLii.

HecnopisaHo 6yro BMABMEHO, WO OEKCTPUHM 3ari3a 3rigHO 3 BUHaxXo4oM MOXYTb 3B'A3yBaTh Taky camy abo binbLly
KiNbKiCTb 3anisa Ha oAWHWULK Macu Byrnesody i € Ginbll PO3YMHHUMU MOPIBHAHO 3 OEeKCTpUHaMK 3anisa iCHyl4oro
piBHA TEXHiKM. [LEeKCTPUHM TaKOX MICTSATb rpynu NEPBUHHMX CRMPTIB, poaTalloBaHi y 6- no3uuil LyKpoBuUX rpym, y
AKUX MPOTOHW NEPBUHHMX CMUPTOBUX FPyn MOXYTb OyTW BuOaneHi B OCHOBHUX yMOBaXx. AKLO He Npue'a3yBaTvca Ao
SAKOICb Teopil, MOXXHa NPUMNYCTUTH, WO came 3B'A3yBarlbHUMK BracTUBOCTAMW BULLE3ragaHux rpyn nepBMHHUX CNUpTIB
3YMOBJIIOETLCA TE, O AEKCTPUHKN 3B'A3YIOTLCA 3 3ani30M He TakK, K AeKCTpaHu.

[MopiBHAHO 3 BigOMMMK 3ani30-0eKCTPUHOBMMW CMOSyKaMy 3aniso-4eKCTPUHOBI CMOMyKW 3rigHO 3 BUHAxXo4oM €
OinblU PO3YMHHMMM | MaKOTb MEHLLY CXWUSbHICTb 4O reneyTBOpeHHs nig Yac BUpoOHUUTBa Ta 36epiraHHs.

AKWO 3ani30-0eKCTPUMHOBY CMOMyKy 3rigHO 3 BUHaxXOAOM BBOAMTU NepoparnbHo y dhapMaleBTUYHO edpeKTUBHIN fO3i,
OOCTaTHsi akyMynsiLis 3anisa gns acuminsauil y Kuwe4vHnky 3abesnevdyeTbes 6e3 Oyab-siKoro HeraTMBHOMO BMSIMBY Ha
TpaBreHHs.

[ani BUHaxig NOSICHIOETLCA HA HEOOMEXKYBanbHMX NpUKnagax.

Mpuknagn

Mpwuknag 1

[igponia Ta rigporeHisayisa AeKCTpuHy

[eneyTBoOptoBarnbHUA OEeKCTpUH, Akui mae Mw >3000, rigponisyBanu npu pH1,5 i Temnepatypi 95°C. Peakuito
KOHTpontoBanu, 3abuparoyn 3pasku W aHamnisyloumn iX XpomaTtorpadivqHUM LUASXOM, 3aCTOCOBYHUU Tefb-MPOHUKHY
Xxpomarorpadito.

Konun monekynsipHa mMaca OeKCTpUHIB gocsirana noTpidHoro 3Ha4veHHsl, TO6To cepenHbO3BaXXeHa MosekynsipHa Maca
ctaBana MeHwoto 3a 3000[a, rigponia NPUNUHAMNK LWNAXOM OXONOMAXKEHHS Ta HerTpanisau,ii.

LLinsixom rigponisy yTBOPKOKOTE HU3BKOMOSEKYAPHI 4EKCTPUHN Ta IMI0KO3Y.

OXonomKeHU | HeWTpanisoBaHWA PO3YMH OEKCTPUHY niggaBann MeMOpaHHOMY OYULLEHHIO, 3aCTOCOBYOYM
MembpaHy 3 BUKMtodeHHsiM 340-800[a, Ana BuOaneHHs rMoKo3N Ta Manux OEeKCTPUHIB, YTBOPEHUX Nig Yac rigponiay,
nicna 4oro BU3HA4YanM BMICT OEKCTPMHIB, 3acTOCOBYlOYM pedppakToMeTp, a BiQHOBMIOBAsbHI LYyKPW BU3Ha4Yanu,
3aCTOCOBYIOYM OKUCHEHHS Migi.

BigHoBnoBanbHy 3paTtHicTe (RC) 3HwkyBanu wnsxom o6pobku OGoporigpugom HaTpito. Micna o6pobku
Goporigpnaom HaTpilo BigHOBMOBarbHa 34aTHICTE Byna meHwot 3a 3,0%.

Micns yboro po3ynH HenTpanisyBanu o pH<7,0, a noTim AeioHisyBanu. CepenHio MOMEKYNsipHY Macy Ta po3kug
MOSIEKYNAPHOI Macu BM3Ha4anuM xpomaTtorpadivyHo, 3aCTOCOBYIOUN AK CTaHOAPT AEKCTPaHu.

Mpuknag 2

OpfepXaHHa 3anis0-4eKCTPUHOBOI CMOMyKX

A Kr po34ynHy OEKCTPpUHY, ogepxaHoro, K onvcaHo Bulle, amiwysanu 3 B kr FeCls, 6H,O y BogHomy posduHi. [o
nepemiwyeaHoi cymiwi gogasanu C kr Na,CO3 Ak Hacu4eHWn BOOQHWI PO34uH, a NoTiM piBeHb pH nigHimanu go 10,0,
3aCTOCOBYHOUM KOHLIEHTpOBaHUIA BoaHUIA po3inH NaOH (27% (macal/o6'em)) (npnbnuaro 25n).
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OTpuMaHy Takum YMHOM CyMill HarpiBanu go Temnepatypu Buie 85°C, ook BOHa He NepeTBOptoBarnacs Ha YopHUiA
abo TeMHO-Oypuin KOMOIOHUIA PO34MH, SKMI MOXHa Oyno npodinbTpysatn Kpisb 0,45MKM binbTp, @ noTiM oxonoguTu.
Micns oxonogkeHHs piBeHb pH posynHy goBogmnun Ao 5,8, 3aCTOCOBYHOYM KOHLUEHTPOBAHY COMSAHY KUCNOTY (NpnbnnsHo
2-5m1). Po34yunH oumwiany, 3actocoBytodnm MeMOpaHHi npouecu, SOKM BMICT XFOpuAy B PO34YMHI HE CTaBaB MEHLIMM 3a
0,15% 3a po3paxyHkamu Ha OCHOBI Po34uHYy, Lo MicTuB 5% (Maca/o6'em) 3aniza.

AKWo BMICT xnopuay B po34uHi 6yB MeHLWWI 3a NoTpiGHMIA, goaaBanu xnopug Hatpito, piseHs pH gosogunu go 5,6,
3aCTOCOBYHOUN COMAHY KMCNOTY abo rigpokcug HaTpito, i po3vuH dinbTpysanu kpisb 0,45MKM MeMOBpaHHUIA inbTp.

|, HapeLUTi, PO34MH BUCYLLYBaNU pPO3NUIEHHAM AN151 YTBOPEHHS 3arli30-4eKCTPUHOBOIO NMOPOLLKY.

3HaudeHHs A, B, C BkazaHo Huxk4e y Tabnmui.

Mpuknag 3

OpfepxaHHa 3aniso-4eKCTPUHOBOI LMTPaTHOT Cnomnyku

A Kr po3unHy OeKCTpuHy, oaepxaHoro 3a npuknagom 1, smiwysanu 3 B kr FeCly, 6H,O y BogHoMy posduHi. o
nepemiwysaHoi cymiwi gogasanu C kr Na,CO3 Ak Hacu4eHWn BOOHWIA PO34uH, @ NoTiM piBeHb pH nigHimanu go 10,0,
3aCTOCOBYHOYM KOHLIEHTpoBaHUM BogHUin po3yunH NaOH (27% (maca/o6'em)) (npnbnunaro 25n).

OTpuMaHy TakMM YMHOM CyMiLL HarpiBanu fo Temnepatypu Bulle 85°C, 4OKM BOHa He nepeTBoptoBanacst Ha YopHWI
abo TeMHO-Oypui KOMOIOHUIA PO34MH, SKMI MOXHa Byno npodinbTpyBaTth Kpisb 0,45MKM inbTp, a noTiMm oxonoguTu.
Micns oxonogkeHHs piBeHb pH posyMHy goBogmnm Ao 5,8, 3aCTOCOBYHOYM KOHLEHTPOBAHY COMSAHY KMCNOTY (NpnbnnsHo
2-5n1). Po34ynH ouumwianu, 3actocoBytodnm MeMOpaHHi npouecu, JOKM BMICT Xropuay B PO34MHi He CTaBaB MEHLIMM 3a
0,15% 3a po3paxyHKkamMn Ha OCHOBI PO34MHY, LWo MicTuB 5% (maca/ob'em) 3anisa.

[onasann NUMOHHY KucroTy B kKinbkocti D kr, pH goBogunu go pisHs 6Ginblie 8,0, 3acTocoByk4M Tigpokcug,
HaTpito, | PO34nH cTabinisyBanu, nigsuLlyoYn TemnepaTypy Ao pieHa Bule 100°C npoTtsrom 60 XBUWH.

Micna yboro piBeHb pH goBoAwMnK, 3acTOCOBYOYM CONAHY KUcroTy, Ao 5,6. Y pasi, aKWwo BMICT Xropuay B pO34uHi
6yB MeHLWWM 3a NOTPiObHWIA, Noro BperynboByBarnu, 3acCTOCOBYIOHN XIIOPUA HaTpilo.

Micns yporo posunH inbTpyBanu kpisb 0,45MKkM MeMOpaHHWIA DiNbTP | BUCYLLYBaNu po3nuneHHAM ANS YTBOPEHHS
MOPOLLIKY OEKCTPUHY 3arisa.

Tabnuug |

3aniso-AeKCTPUHOBI CNONyKu,
ofepxaHi 3rigHo 3 npuknagamu 1-3

Maprtia |A, kr|Mw, a|Mn, fa|RC,% (B, «r|C, kr|D, kr
TS423|207 | 1500 | 860 | 2,8 |150|80 | O

TS424|207 | 1500 | 860 | 2,8 [150| 80 | 3,6
TS425|138 | 1600 | 860 | 2,8 [150| 80 | 3,6
TS426|120 | 2150 | 910 | 2,6 [150| 80 | 3,6
TS427(120| 2150 | 910 | 2,6 |150|80 | O

TS501|105| 1544 | 840 | 2,6 [150| 80 | 3,6

Mpuknag 4

AHania ogepxaHux 3anizo-4eKCTPUHOBUX CNONYK

3aniso-OekcTpUHOBI KOMMNO3WULii nigaaBany aHanisoBi Ha XiMiYHWIA cknag. PesynbTaTu npeacTaBneHo HukK4e y
Tabnuui Il.

[MoTiM BUMIpOBanM MOMEKynapHY Macy YTBOPEHWX KOMMNIIEKCIB, 3aCTOCOBYHOUW rerb-NPOHUKHY XpomaTorpadito. Y
pO34UMHaX, SIKi BKIOManu KOMMreKcu, BinbHOro 3anisa He BUSIBNAMN.

Tabnuuga 1l
[HaHi aHaniay komnnekcis

MaprTist |[BmicT 3anisa, % |BmicT gekctpuny, %|Bumip, nik
TS423 24,7 56,8 465 000
TS424 23,1 50,2 313 000
TS425 28,6 40,0 270 000
TS426 36,9 37,6 282 000
TS427 33,3 37,6 240 000
TS501 351 N.A. 284 000

N.A.= He aHanisyBanu

Mpuknag 5

TOoKCUYHICTb BMNPOoBYBaHOI 3aniso-0eKCTPUHOBOT KOMNO3nLiT

Komnoauuii, npeacraeneni B Tabnuui |, siki ogepxyBanu K BOAHUA po34umH, wo MictuB 2% Fe(lll), mornu 6yTtu
ninaaHi aBToknaByBaHHIO Npu 120°C 6e3 HeraTMBHOMO BMSIMBY.

Kpim Toro, kiHueBi KoMnoauuii, ogep:kaHi K BOAHI po34MHKU, MOXYTb OyTU ninaaHi BUNpoOYBaHHIO Ha BiOXWUIEHHS
TOKCUYHOCTI, sike 3gilicHioBanu BignosigHo [go USP 24].

Mpuknag 6

[ekcTpuHn 3anisa, nepenideHi B Tabnuui |ll, ogepxyBanu, 3aCTOCOBYIOHM ONMCaHY HUXKYE 3aranbHy npouenypy.

3aranbHa npoueaypa
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A «kr posunHy pgekctpuHy (Maptis T02013-1) 3 BigHoBntoBanbHoto 3spatHicTio (RC) 1,05%, ogepkaHoro 3a
npuknagom 1, amiwysanu 3 B kr FeCls, 6H,0O y BogHomy posunHi. [Jo nepemiwyBaHoi cymiwi gogasanu C, kr Na,CO3
AIK HACUYEHUI BOOHWIA PO34KMH, a NoTiM piBeHb pH nigHimanu go 10 wnsxom gogaBaHHA Cp, N KoHUeHTpoBaHoro NaOH
(27% (maca/ob'em)).

OTprMaHy TakMM YMHOM CyMiLL HarpiBanu Ao Temnepatypu Bulye 85°C, JOKU BOHa He nepeTBOpIoBanacs Ha YopHWi
abo TeMHO-Oypuii KONOIOHUI PO3YMH, KM MOXHa Oyno npodinbTpyBaTtn Kpisb 0,45MKkM dinbTp. Micna oxonomkeHHs
piBeHb pH posunHy goeogunu go npubnusHo 6,0 (5,0-7,0), 3aCTOCOBYHOYM KOHLEHTPOBAHY COMSIHY KUCMOTY. Po3unH
ouuLLany, 3acToCOBYOUN MeMOpaHHe BiOKPeMITeHHs, AOKM BMICT Xylopvay B po3yuHi He cTaBaB MeHwum 3a 0,15% 3a
po3paxyHKkaMn Ha OCHOBI PO34uHY, Lo MicTuB 5% (Maca/o6'em) 3anisa.

[JopaBanun NMMOHY KMcnoTy B kinbkocTi D kr, pH goBogunu go piBHA Ginblwe 8,0, 3acTOCoBYHOUN FigpoKCUA HaTpito,
i po34KH cTabinisyBanu WNAXoM NiaBULLEHHS TeMmnepaTypu Ao pisHs Buwe 100°C npotsirom 60 XBUMKH.

Micns uboro piBeHb pH OoBoAWnW, 3aCTOCOBYHOWYM COMAHY KUCMOTY, npubnusHo go 7,5 (6,0-9,0). Y pasi, sKkwo
BMICT xriopuay B po3ynHi 6yB MeHLWNM 3a NOTpiOHUIA, NOro BperynboByBaru, 3aCTOCOBYHHM XIlopua HaTpito.

[MoTiMm po34nH PinbTpyBanu kpisb 0,45MKM inbTp | BUCYLLYBaNu po3nuieHHAM ANA YTBOPEHHSA NOPOLLKY OEKCTPUHY
3anisa.

Tabnuug Il

HeKkcTpuHK 3anisa, oaepxaHi y npuknagi 6
Maprtisa |A, kr{My, Ha|Mp, Oa|RC, % (B, kr|Cy, kr|Cp, n|D, kr
TZ122|105| 1250 | 860 | 1,056 |300| 173 | 45 |72
TZ121|105| 1250 | 860 | 1,056 |250| 144 | 45 | 6,0
TZ118|105| 1250 | 860 | 1,056 |200| 116 | 25 |48
TZ120|105| 1250 | 860 | 1,056 |[150| 87 | 20 | 3,6

MopibHi geKCTpuHWU 3anisa opepkyBanu, 3acTOCOBYKOMM TaKy camy KinbKiCTb iHrpegieHTiB, ane 6e3 NUMOHHOI
KMCNoTK (OaHi He nokasaHo)

Mpuknag 7

3anizo-AeKkcTpMHOBI komnosuuii 3 npuknagy 6 nignaBanu aHanisoBi Ha XiMiMHWWA cknag. PesynbTatu BkasaHo
HWxde y Tabnuui IV.

KpiM Toro, MonekynsapHy Macy YTBOPEHMX KOMMIEKCIB BUMIpOBanu, 3acTOCOBYHOUM refb-NPOHUKHY XpomaTtorpadito.
Y PO34uHI, KA BKIOYEB KOMMIIEKCH, BiNIbHOIO 3anisa He BUSIBRANN.

Tabnuuga IV
AHaniTWYHI AaHi ANS NopoLKy AeKCTPUHY 3anisa
MapTig | BmicT 3anisa, % | BMicT gekcTpuny, %
TZ122 40,0 23,3
TZ121 38,6 27,2
TZ118 35,8 29,7
TZ120 31,6 38,6

Mpuknag 8

3aniso-AeKCTPUHOBI CNOMyKW, ofepXaHi y npuknagi 6, 3actocoByBanv AONA OOEPKaHHA BOAHWUX PO3YUHIB, AKi
mictunn 100mr 3anisa(lll)/mn (10%) Ta 200mr 3anisa(lll)/mn (20%). Po3uvmHu aHanisyBanu nepeq Ta nicnga 20 Ta
40xB. aBTOKNaByBaHHA npu 121°C. Po3ynHM OeKCTpUHY 3anisa nicns aBToKNaByBaHHA He 3MiHoBanucs. Pesynbtatn
nokasaHo Hux4e y Tabnmuyax 3 V no VIII.

Tabnuusa V

AnaniTnuni gani ana 10% (maca/ob'em) posvnHy AeKCTpuHY 3anisa. BigHocHa B'A3kicTb, BUMIipsHa Ao, Yepes 20 XBUNWH Ta Yepe3 40 XBUMUH
aBToKMaByBaHHA npu 121°C

MaprTis Lo aBTo-knaByBaHHS Yepes 20 XBWMNUH aBTOKMNaBYBaHHS Uepes 40 XBWMUH aBTOKMNaByBaHHSA
TZ122 2,42 2,32 2,63
TZ121 2,61 2,38 2,65
TZ118 2,77 2,82 2,70
TZ120 3,51 3,21 3,36
Tabnuya VI

AHaniTnuni gadi ana 10% posdnHy AeKcTpuHy 3anisa.
BuMipsHuiA nik monekynsapHoi

Macu nepep aBTOKNABYBaHHSM, 4epes

20 xBWnuH Ta Yepes 40 XBUMWH aBTOKMNaBYBAHHS.

MaprTist [MNepen aBTo-kNaByBaHHAM |20 XBUMWH aBTO-KNaByBaHHS |40 XBUMUH aBTO-KNaByBaHHS
TZ122 229 000 224 000 234 000
TZ121 206 000 207 000 215000
TZ118 206 000 209 000 208 000
TZ120 184 000 188 000 191 000
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Tabnuuga VI

AHaniTnuHi gadi Ana 20% posdnHy AeKCTpUHY 3anisa.
BigHocHa B'askicTb, BUMipAHa A0, Yepe3 20 XBUMNWH
Ta Yepes 40 XBUNWH aBToknaByBaHHA npu 121°C.

MaprTist |Mepepn aBTo-knaByBaHHAM (20 XBUNWH aBTO-KNaByBaHHS |40 XBUNWH aBTO-KNaByBaHHS
TZ122 9,62 9,37 10,98
TZ121 10,9 10,7 11,0
TZ 118 12,61 13,2 13,2
TZ2120 23,3 22,8 22,4

Tabnuuga VIl

AHaniTnuHi gani gna 20% posynHy OeKCTpUHY 3anisa.
BuMipaHuWiA nik MonekynsapHoi Macy nepeg aBTOKMNaByBaHHAM, Yepes 20 XBUMWMH Ta vepes 40 XBUIWH aBTOKMABYBaHHS.

MaprTiga Mepen aBTO-KNaByBaHHAM 20 XBUNWH aBTO-KNaByBaHHSA 40 XBUNWH aBTO-KNaBYBaHHS
TZ122 227 000 229 000 219 000
TZ121 208 000 213 000 239 000
TZ118 206 000 213 000 217 000
TZ120 185 000 194 000 194 000

Kpim TOro, komnoauuii mMoxyTe OyTW nigoaHi BunpoOyBaHHIO Ha BIOXWMEHHST TOKCUYHOCTI, sike 3AiicHOBanu
BignosigHo [go USP 24].

dopmyrna BMHaxony

1. 3aniso-geKkcTpuHoBa cnosnyka, sika CKNagaeTbCs 3 TigporeHisoBaHoro AeKCTPUHY Y CTIMKoMy 3B'A3KYy 3
OKCUTigpoKCcMaoM 3anisa, ska Bigpi3HAETbCA TAM, WO BULIE3ragaHUin rigporeHisoBaHWin  OEKCTpUH Mae
cepeaHbo3BaXeHy MorekynsapHy macy (Mw), ska He nepesmiye 3000 [anbToHiB, Ta cepegHbounCensHY MONEKyNAapHY
mMacy He MmeHwe 400 [danbTtoHiB, npudomy 10 % dhpakuia BMLE3ragaHoro rigporeHisoBaHoro AEKCTPUHY, WO Mae
HalBULLY MOMEKynspHy Macy, Mae cepeqHbO3BaKeHy MONeKynapHy Macy, MmeHwy 3a 4500 JanbToHi, 90 % OeKcTpuHiB
MaloTb MOneKkynsapHy macy, MmeHwy 3a 3000 fdanbToHis, i 10 % dpakuia BuLesragaHoro rigporeHisoBaHoro AeKCTpuHy,
O Ma€E HalHWX4Yy MOMEKYNsipHY Macy, Mae cepenHbo3BaXeHy MonekynapHy macy 340 JanbTtoHis abo GinbLue.

2. 3ani3o-aekcTpuHoOBa crnosyka 3a n. 1, sika BigpisHAETbCA TUM, WO BULLE3ragaHuin AekcTpuH Mae Mw npubnusHo
1000 danbToHiB.

3. Baniso-gekcTpuHoBa cnonyka 3a n. 1, ska BiApi3HAETbLCA TWMM, LLO BOHA € NMOPOLLKOM, KU Mae BMICT 3anisa y
mexax 10-45 % (maca/maca).

4. BogHuii po3ynH 3amni30-4eKCTPUHOBOT CNOMYyKU 3a M. 1, SKMA BigpisHAETbCA TUM, WO BMICT 3anisa CTaHOBUTb
1-30 % (maca/ob'em).

5. BogHMIA po3YMH 3ani3o-geKCTPUHOBOT CNonykn 3a n. 4, skMA BiAgpi3HAETbCA TUM, WO BMICT 3anisa CTaHOBUTb
5-25 % (maca/ob'em).

6. Cnoci® ogepxaHHs 3aniso-geKCTpUHOBOT crnonyku 3a n. 1, SKWIA BKMOYae etanu rigponisy Kpoxmanto abo
AEKCTPUHY ANA 3HUXEHHSA Oro MOMeKynspHOi Macu AO0TU, OOKU TpornisoBaHui kpoxmarbs abo AeKCTpUH He nepectae
YyTBOPIOBATN CUMbHO 3abapBrieHi KoMmnnekcu 3 WomoM, rigporeHisauil yTBopeHoro B pesynbTaTi rigporizoBaHoro
OEKCTPUHY ANng  NepeTBOPeHHs OYHKUIOHaNbHUX anbderigHux rpyn Ha CnupToBi rpynu, dpakuioHyBaHHA
rinporeHizoBaHol rigponisoBaHoi CyMmilli 3a po3MipOM TakMM HYMHOM, o6 oumnLLeHa hpakLia Mana cepefHbO3BaXeHy

MONeKynapHy macy, sika He nepesuiye 3000 [JanbToHiB, Ta cepeaHbOUNCeNbHY MOSMEKYNapHY Macy, ska OOPiBHIOE
abo nepesuilye 400 OanbToHiB, npudomy 10 % dppakuis BuMLLe3ragaHoro rigporeHisoBaHoro OEKCTPUHY, fika Mae
HaMBULLY MOMEKYnspHy Macy, Mae cepeqHbO3BaKeHy MONeKynapHy Macy, MeHwy 3a 4500 JanbToHi, 90 % OeKcTpuHiB
MaloTb MOMeKynsapHy macy, MeHwy 3a 3000 fdanbToHis, i 10 % dpakuia BuesragaHoro rigporeHisoBaHoro AeKCTpuHy,
AKa MaEe HaWHWXKXYY MOMEKYNsipHY Macy, Mae cepenHbO3BaXKeHy MorekynspHy macy 340 [anbToHiB abo 6Ginblue,
KOMOIHYBaHHsi YTBOpPeHOro B pe3yrnbTaTi (hpaKkLioOHOBAHOrO FiApOreHi3oBaHOro AEKCTPUHY $IK BOLAHOMO PO34UHY 3
NPUHaNMHI OHIE PO3YMHHOK Y BOAI Cinnto 3arnisa, 4o4aBaHHSA OCHOBUW A0 YTBOPEHOro B pe3yrbTaTi BOOHOMO PO3YMHY
ANA AoBeneHHs piBHA pH posunHy 0O nokasHwka, Buworo 3a 7,0, ona yTBOPEHHSA rigpokcuay 3anisa, i HarpiBaHHA
YTBOPEHOro B pesyrnbTaTi OCHOBHOMO PO34YMHY ANA NepeTBOPEHHSA rigpokcuay 3anisa Ha oKcurigpokcup 3anisa y
3B'A3KY 3 BULLE3ragaHum OEKCTPUHOM.

7. Cnocib 3a n. 6, 9k Bigpi3HAETBCA TUM, WO PpaKLioHyBaHHS Ha TPETbLOMY eTani 34iNCHI0TL, 3aCTOCOBYHOYM
MeMOGpaHHi npouecu.

8. Cnoci6 3a n. 6 abo 7, Sk Bigpi3HAETLCA TUM, WO Ha N'ATOMY eTani ogepXXaHun y pesynbTaTi po3yvH AOBOAATH
o piBHSA pH Ginble 8,5, 3acTocoBylOuN BULLE3ragaHy OCHOBY, i TUM, WO Ha LWOCTOMY eTani 34iiCHIOTL HarpiBaHHs
npu Temnepatypi noHag 85°C, OOKU PO34MH He NEepPETBOPIOETLCS Ha YOPHUIA abo TeMHO-BYpuiA KOMOIQHWIA PO3YMH, SKUA
noTiM pinbTpytoTh Kpisk 0,45 MKkM MemOGpaHy, nicns Yoro gogatTb cTabinisatop i, He0OOB'A3KOBO, PO3YMH BUCYLLYIOTH
AN OfAepXaHHS CTINKOro NMOpPOLLIKY.

9. Cnocib 3a n. 8, akuin BigpisHAETbCA TUM, WO cTabinisaTopoM € Cinb OpraHivHoI FigpPOKCUKNCIIOTH.
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10. Cnocib 3a n. 9, aknii Bigpi3HAETbCA TUM, Lo cTabinizaTopoMm € Cinb uutpary.

11. Cnoci6 3a 6yab-skum 3 nn. 3 6 No 7, SKMIA BiAPI3HAETLCA TUM, WO BULLE3ragaHy rigporeHisauilo Ha gpyromy
eTani 3gificCHI0TL, 3aCTOCOBYOYN Boporiopyg HaTpilo Yy BOGHOMY PO34MHI.

12. Cnoci6 3a bygb-skum 3 nn. 3 6 no 11, AkMiA Bigpi3HAETbCA TUM, WO NPUHANMHI OAHa PO34MHHA Y BOAI Cinb
3anisa € xyiopuaom 3anisa.

13. dapmaueBTUYHA KOMMNO3MLiA ANna fikyBaHHA abo npodinakTuku aHemii, noe'ssaHol 3 gediynToM 3anisa y
TBapuMHU abo MOMHKU, fIKa BKMOYae hapMaueBTUYHO edeKTUMBHY KiNbKiCTb 3aniso-4eKCTPUHOBOI cnonyku 3a n. 1,
ska BiAPI3HAETLCA TUM, WO Lo TepaneBTUYHY KOMMO3ULi0 NPUroTOBMATL AN NapeHTeparnsHoro abo nepoparnbHoro
BBEOEHHS.

14. ®apmaleBTUYHa KOMMNo3unuisa 3a n. 13, aka Bigpi3HAETbCA TUM, WO L0 KOMMNO3MUilo peuenTyioTb sk TabneTku,
Kancynu, nacty, rpaHynu, po3yuH, cymiw abo piguHy ans iH'ekyin.

15. ®apmaleBTUYHaA koMno3uyia 3a n. 13, aka BigPI3HAETbECA TUM, WO LA KOMMNO3WLUiA € BOOHUM PO34MHOM Ans
napeHTepansHOro BBeAeHHs1, AKMN Mae BMICT 3anisa go 20 % (maca/ob'em).

16. ®apmMaleBTUYHa KoMno3unuia 3a n. 15, aka Bigpi3HAETbCA TUM, WO KOMMNO3ULIA NpU3HaYaeTbcs ONs BBEAEeHHSA
noauHi i Bkntodae 1-20 % 3anisa.

17. ®apmaueBTMYHa KOMNOo3uLig 3a n. 16, gka BigpI3HAETbCA TUM, WO KOMNo3uuiga Bkroyae 2-10 % 3anisa.

18. ®apmaueBTUYHa komMno3uuia 3a n. 17, fka Bigpi3HAETbCA TUM, O KOMNo3uLia Bkodae 2, 5 abo 10 % 3anisa.

19. ®apmaueBTUYHa KoMno3unuia 3a n. 13, aka BigpI3HAETbCA TUM, WO KOMMNO3ULIA NpU3HaYaeTbCs Ons BBeAeHHSA
TBapuHi i BkNtovae 1-30 % 3anisa.

20. dapmaLeBTMYHa koMno3uuia 3a n. 19, ska BigpisHAETbCA TUM, WO koMno3uuia Bkrodvae 10-20 % 3anisa.

21. ®apmaueBTU4Ha KoMnoanuuia 3a byab-akum 3 nn. 13-20, Aka BiApI3HAETLCA TUM, IO TaKoX BKMoYae oguH abo
Kinbka NoOXUBHUX abo hapMaLeBTUYHO KOPUCHUX PEHOBWH.

22. dapmaleBTMYHa koMnos3uuis 3a n. 21, aka BiAPI3HAETbLCA TWUM, WO MNOXMBHI abo dapMaleBTUHHO KOPWUCHI
PEYOBUHN BUOMpPatOTL 3-NMOMK BiTaMiHiB, Migi, koGanbTy, UMHKY abo ceneHy.

23. ®apmaueBTMYHaA KoMMno3unuia 3a n. 21, aka BiAPI3HAETbLCA TUM, O HEPO3YUHHI y BOAI BiTaMiHN eMynbrytoThb,
33CTOCOBYIOYWN emynbratop.

24. Cnoci® ofepxaHHa dhapmaleBTUYHOI KoMno3uuii 3a n. 13, akui BKMoYae po3dnHEHHs abo aucnepryBaHHs
3anis3o-4eKCTPUHOBOI CMOSYKN B PiAWHI Ha BOAHIA OCHOBI.

25. Cnoci6 3a n. 24, akuii BigpisHAETbCA TUM, O OAEPXXaHUN y pesyrbTaTi po3ynH abo aucnepcio cTepunisyoTb
LWNAXoM cpinbTpauii, a NoTiM po3nMBatoTh Y NONEPEaHbO CTEPUNI3oBaHi amnyny abo drakoHu.

26. Cnoci6 3a n. 24, aknii BigpisHAETbCA TUM, IO OAEPXKaHURA y pesyrnbTaTi po3vuH abo ancnepcio posnueaTb B
amnynu abo priakoHn 3 HaCTYMHUM aBTOKIAaBYBaHHAM 3anoBHEHWX amnyn abo drakoHiB.

OdpiliiHnii GroneteHb "lMpomucnoaBa BnacHicTe". KHura 1 "BuHaxogn, kopucHi mogeni, Tonorpadii iHTerpansHux

MikpocxemM", 2007, N 9, 25.06.2007. [depxaBHWA OenapTaMeHT iHTenekTyanbHoi BnacHocTi MiHicTepcTBa ocBith i
Hayku YKpaiHu.
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