Ckian

Oitoua peuosuHa: 1 Tabnetka MmictuTh 3amiza (III) 100 mr y ¢popmi Komnekcy 3asisa
(III) rippokcuny 3 MoJiMaabTO3010;

OONOMIJHICHI pedyo8UHU: TTONIieTUNIEeHTIIiKOob (Makporon 6000), actaptam (E 951),
€CeHIIis MIOKOo/IaJHa, TaJIbK, JeKCTPaTH.

JIikapcbKa ¢opMma

TabneTKy XKyBajbHi.

OcHoBHI (pi3uKko-xiMiuHi 81acmueocmi: TabIeTKU KOPUYHEBO-01/I0TO KOJILOPY 3
BKpaIlJIEHHAMY, KPYTJIi, IIJIOCKi, 31 CKOLIIEHUMHU KpasiMHu.

dapMaKoTepaneBTHYHA I'Pyla

AnTuanemiuHi 3acobu. [Ipenapatu 3aniza (III) gns mepopanbHOTO 3acToCcyBaHHS. Kon
ATX BO3A BO05.

dapMaKoauHaMiKa

[TpemapaT MiCTUTH 3a1i30 y BUTJIAAI HOIiMaIbTO3HOTO KOMIIJIEKCY 3aisa (I1I)
rigppokcuny. Lle#t MaKpoOMOJIEKYISIPHUM KOMITJIEKC CTAOiIbHUM i He BUiJs€ 3a1i30 y
BUTJIAOL BIJIBHUX 10HIB y IIJIYHKOBO-KUILIKOBUU TpaKT. CTPYKTypa IpemnapaTy cxXoxa 3
IIPUPOJHOIO CIIOJIYKOIO 3aji3a - pepuTuHOM. 3aBOsgKHU Takil nmogioHocTi 3amizo (III)
MOTpaIIsi€ 3 KUIIEYHUKY B KPOB IIIJITXOM aKTUBHOI abcopOiiil. 3ani3o, 110
BCMOKTAJIOCSI, 3B’I3yETHCS 3 PePUTUHOM i 30epiraeThbcsi B OpraHiaMi, mepeBaxkHO Y
nedinii. [TisHinle y KicTKOBOMY MO3KYy BOHO BKJIIOYA€ETHCS [0 CKJIa@y reMOrIo0iny.
[Ipemapart 3asiza Ma€ BUTJIAL IOJIIMaIbTO3HOI0 KOMIIJIEKCY TiApOKCUOY Fe3*,

30BHi OaraTosimepHi IeHTPU TigpPOKCUIY Fe3™ OTOUYYIOThCSI OaraThMa HEKOBAJIEHTHO
3B’I3aHMMH MOJIEKYJIaMU OIiMalbTO3M, yTBOPIOIOYU KOMIIJIEKC 3 MOJIEKYISIPHOIO
Macoio 50 k][la, SKUM € HaCTiJIbKU BEJIMKUM, III0 Moro audysis yepe3 MeMOpaHU
CIKU30BO1 000JIOHKY KUIIIeYHUKY Npubnu3Ho B 40 pa3iB HUXKYA, HiXK y rekcarigpaty Fe
2+ 3arni30, 10 BXOZUTE HO CKJIafy IIOJIIMaJIbTO3HOTO KOMIJieKCcy 3aii3a (I1I)
TiAPOKCUIY, HE BUSBIISE IPOOKCUAAHTHUX BJIACTUBOCTEM, IPUTAaMaHHUX IPOCTUM



comnsM 3aiisza. CIpUUHSATIMBICTE OO OKUCIIEHHS JIIIONPOTEIHIB Ay2Ke HU3bKOI1
IIIiITBHOCTI 1 JTIMONIPOTEIHIB HU3BbKO1 HIIIBHOCTI y 3B 3Ky 3 IIUM 3HUXKYETHCH.

®dapMaKOKiHeTHKa

IMocmnigzkeHHS 3a JOIIOMOTI 00 METOOUKHY HOABIMHUX i30TOIIIB (55Fe 1 59Fe) IIoKa3aJlo,
1o abcopO11ist 3asiza, BUMipioBaHa pPiBHEM reMorjio0iHy epUTPOIUTIB, 00epHEHO
IPOIIOPIIifiHa A0 O03HU IIpelapary, 10 BBOOUTHCA (YUM BUIla 034, TUM MEHIIIa
abcop6iist). IcHye Kopensilig Mixk cTyneHeM OediuTy 3asisa Ta KinbKicTio 3aii3a, 1110
BCMOKTAJIOCS (YUM BUIIMM OeilUT 3ajli3a, TUM Kpallla BCMOKTYBaHICTh).
HaliakTUBHIiIINY ITPOIleC BCMOKTYBaHHS BiOyBa€ThCS y ABaHAALATUIIAIIN Ta TOHKIU
KHUIKaXxX. 3aj1i30, 10 He BCMOKTAJIOCs, BUOINAEThCA 3 KajoM. EKCKpellia 3ami3a, 110
BimOyBa€ThCS MpPU 3JTYITyBaHHi eIiTenito TpaBHOTO TPAKTY i IIKipH, a TAKOXK 3 IIOTOM,
KOBYIO i ceuyero, CTaHOBUTH Jiuirie 1 Mr Ha go0y. Y XKiHOK TakK0xXK HeoOXigHO
BpaxoBYBaTH BTPATYy 3ajli3a ITifl yac MeHCTpyallii.

IToxa3aHHSA

e JlikyBaHHS mediuuTy 3aniza 6e3 aHeMii (JaTeHTHOTrO AedinuTy 3ami3a) Ta
3anisomedimuTHOI aHeMil (K/IiHIYHO BUpaXKeHoro OedimuTy 3aila).

e JlediuuT 3asi3a Ta KUOr0 CTYHiHb Ma€ MiATBEPOXKYBATUCS BiAIOBIOHUMU
J1a00PATOPHUMH OOCITiIXKEHHSIMHU.

IIporunoka3aHHs

o HasiBHa mimBullleHa YyTIUBICTh ab00 HETIEPEHOCUMICTB [iI040l pe4oBUHHU ab0
OyIOb-IKOT0 KOMIIOHEHTA IIpenapary;

e HAOMIpHHUM BMICT 3ajli3a B OpraHiaMi (Hammpukiaag, reMoXpoMaTo3, TeEMOCUOEP03);
po3siag MexaHi3MiB BUBEIEHHs 3aJjli3a (CBUHIIEBA aHEMis, cugepoaxpecTUdYHa
aHeMis, TamaceMis);

e aHeMil, He 3yMOBJIeH]i gedinmToM 3asi3a (Hanpukian, TeMOJIiTUYHa aHeMis,
Merano0jacTHa aHeMisi, CIpUYMHeHa HeJIOCTaTHICTIO BiTaMiHy B12) ;

e CTEHO3 CTPaBOXOay Ta/abo iHIIli 0OCTPYKTHUBHI 3aXBOPIOBAaHHSI TPABHOTO TPAKTY;

e MUBEPTHUKYJI KUIIIEYHUKY, KUIIIKOBa HEMTPOXiOHICTh, perynsipHi remoTpaHcdy3sii;

e OJHOYACHE 3aCTOCYBaHHS MapeHTepaJabHUX (OpM 3aii3a.
B3aemogisi 3 iHINIMMH JTiKapChbKHMH 3aC00aMHu Ta iHIIII BHOM B3a€EMoOIin

IocriazKeHHA Ha LIypax i3 3aCTOCYyBaHHAM TeTpalUKIIiHYy, aJlFlOMIHIIO TiIPOKCUIY,
alleTUJICAJIilMIIOBOl KUCJIOTH, Cylb(acana3nHy, Kanabllilo KapOoHaTy, Kasbllilo alleTary,
KaJblIlifo ¢ocdaTy CyMicHO 3 BiTaMiHOM D3, OpoMmaserramMoM, MarHito acmapTaTtoM, D-
MMeHIIMIaMiHOM, METHUIIOOIIOI0, TapalleTaMOoJIOM Ta aypaHo(iHOM He BUSBUIN



B3aeMofil i3 mosiManbTO3HUM KoMmmekcoM 3ainida (III) rimpokcumy.

ITig gyac gocnigzKeHHs in vitro He CIOCTepiraaocsa B3aeMOil mpenapaTy 3 TaKUMU
Xap4YoOBUMH KOMIIOHEHTaMH, 1K (iTHHOBA KMCJIOTa, OKCajlaTHa KMCJIOTa, TaHiH, HATPilo
aJjipriHaT, XOJIIH Ta COJIi XOJIiHy, BiTaMiH A, BiTaMiH D3 Ta BiTaMiH E, coeBa oJ1iga Ta
coeBe OOpOIITHO. Pe3ynbTaTu JOCHIAXKEeHHS BKa3yITh Ha Te, IO II0JIiMaJIbTO3HUHN
KoMIuiekc 3asiilda (III) rimpokcuny MoxKHa npuUMaTH ITim yac abo ogpasy micis
OpUNOMY 1XKi.

B3aemogmito moniMmanbTO3HOTO KoMITsieKCy 3aji3a (III) rimpokcupgy 3 TeTpanukiaiHoM abo
aJIIOMIHIIO TIOPOKCUOOM AOCIIIAXKYBAJIH IIifl YaC TPhOX KIIIHIYHUX OOCIIAXKEHb
(mepexpecHi OOCHiAXKeHHS i3 3a/lydeHHSIM 22 Malll€HTiB OJig KOXKHOT0 OOCITIAXKEeHHS).
3HaYHOTO 3HUXKEHHS abcopO1Iil TeTpalluKIliHy He criocTepiranocs. KoHueHTpallis
TEeTPALUKIIIHY B IIJ1a3Mi He ITafajia HUXK4e PiBHS, MOTPiOHOTO OJII MOCSATHEHHS
e(deKTUBHOCTI. 3aCTOCYyBaHHS a/IlOMiHiIO TiAPOKCUAY Ta TEeTPALUKIIiHY He 3HUXKYBaIo
abcopbiiito 3aiza i3 momiManbTO3HOTO KoMIIJieKcy 3arisa (III) rimpokcupmy. Tomy
mperapaT MOXKHa 3aCTOCOBYBaTH OJHOYACHO 3 TETPALUKITIHAMHU, iHIIMMU (PEeHOJIbHUMU
CIIOJIYKaMHU Ta aJIlOMiHil0 TiZpOKCUOOM.

CyMicHe 3aCTOCyBaHHSA IIpelapariB 3ajli3a [OJisd IapeHTepaJbHOI 0 BBEJEeHHS Ta
npenapaty @eppym JIek He peKOMEHY€EThCs, OCKIJIbKM TaKe 3aCTOCYBaHHA CTPUMYE
abcopO1iito mpemnapartiB 3ai3a AJig IepopaibHOT0 3acToCcyBaHHA. [IpemapaTu 3aisa
I TapeHTepabHOTO BBEOEeHHS MOXKHa 3aCTOCOBYBAaTH Y BUMAAKYy, KOJIU TiKyBaHHS
epopajbHUMMU IIpenapaTaMy He € IPUUHSITHUM.

3acToCcyBaHH IIpelapaTy He BIIJIMBA€ Ha pe3yJibTaTU TECTY [Jis1 BUSABJIEHHS
IIPUX0OBAHOI KPOBi (4WyTIUBOTO OO reMoryio0iHy), TOMy HeMa€ HeOOXifHOCTI MPUITMHATHI
JIIKyBaHHS IIpernapaToM.

Oco006/IMBOCTi 3aCTOCYBaHHS

JIikyBaHHS aHeMil CJIiff 3aBXKOU IPOBOOUTH il HATJISAAOM JIiKaps. AKIo He
CIIOCTEPIra€ThCs MOIIIIEeHHSI reMaTOJIOTiYHUX MMTOKAa3HUKIB (IMiaABUIIeHHS PiBHA
reMoryo6iny mpubnusxo Ha 20-30 r/1 yepe3 3 THUXKHI MicJIg MTOYaTKy 3aCTOCYBaHHS),
CJIi IEPETIAHYTU CXeMY JIiKyBaHHS.



Cnig mposBnsaTu 00epPeKHICTh IIO0 MAalliEHTIB, IKi OTPUMYIOThH ITOBTOPHI
reMoTpaHCcdy3il, OCKiJIbKM €pUTPOLIMUTH B2Ke MalOTh 3aIllac 3ajila, a IIpuioM
npenapaTy MOXe IIPU3BECTHU O0 ITepeHaCUu4YeHHS 3aJ1i30M.

AK110 aHeMist 3yMoBieHa iHpeKIliero abo TyXTMHHUM HOBOYTBOPEHHSIM, 3aJ1i30, 110
BBOJOUTHLCS B OPraHi3M, HAKOIIUYYETHCS Y PETUKYJIOEHOOTEIiaIbHIN cucTeMi 1 He
BUKOPUCTOBYETHLCA. TOMy IIperapaTy 3aji3a Ojis I1epopajibHOI'0 3aCTOCYBaHHSA MOXKHA
IpUUMAaTH MiC/Is BUIIKOBYBaHHS OCHOBHOT'O 3aXBOPIOBAHHS, BPaXOBYIOYU
CHIBBIOHOILIEHHSA KOPUCTH/PU3UK.

[Tpu mpu3HaYeHHi Ipemnapary MnalieHTaM 3 IIYKPOBUM HiabeToM HeoOXigHO
BpaxoByBaTH, 110 1 TabrmeTKa )KyBanbHa MicTuth 0,04 x1iGHOI OOUHUILII.

1 tabneTka mictuth 1,5 Mr acnapramy (monepenHuk (eHinanaHiny), 10 CIig
BpaxoOBYyBaTH IpHU NpH3HadYe€HHi IIpenapaTy naimieHTaM 3 PeHiTKeTOHYPI€EO.

[IpemapaTu 3aji3a 3 00epPexkKHiCTI0O 3aCTOCOBYBATU XBOPUM 3 TAKUMHU
3aXBOPIOBaAHHSMMU: JIEMKO3, XPOHIUHI 3aXBOPIOBaHHS II€YiHKM Ta HUPOK, 3aMajbHi
3aXBOPIOBaAHHS IIIJIYHKOBO-KHUIIIKOBOT'O TPAKTY, BUPa3kKoBa XBopo0Oa IIIJIyHKa Ta
OBaHAMISATUNATIOl KUIITKY, 3aXBOPIOBAaHHS KUIIEYHUKY (EHTEPUT, BUPAa3KOBUU KOJIIT,
xBopo6Oa KpoHa).

[Tpu 3acToCyBaHHI OJIIMAIBTO3HOI 0 KOMIIJIEKCY 3ajliza MOXKJIMBUU TEMHUU KOJIip
KaJly, IIpOoTe 1le He Ma€ KJIIHIYHOI O 3HaYeHHS.

KniniuHi maHi mjomo 3acTocyBaHHS ITpelapaTy IMalliEHTaMU 3 Ie4YiHKOBOIO abo
HUPKOBOIO HEOCTATHICTIO 00MexkeHi. HeoOXimHO MpOBECTHU PETEJIbHY OIiHKY
CIIiBBiIHOIIIEHHS KOPUCTH/PU3UK [OJIS WX MAlllEHTIB Iepen NpUu3HadYeHHAM
JIiIKapCchKOTO 3aco0by.



3maTHiCTh BIUIMBATH HA IIBHIKICTH peakiIliili mMpu KepyBaHHI aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

BigmoBigHI gOCigXKeHHS He IIPOBOOUNINCSA. MaloMMOBIPHO, 110 IIpenapaT BIJINBa€E Ha
IIBUOKICTh peakllii Mpu KepyBaHHi aBTOTPaAaHCIIOPTOM abo poOoTi 3i CKIIagHUMU
MeXaHi3MaMu.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 rogmyBaHHsI IPyaaio

IMaHi 111000 3acTOoCyBaHHS B I TpuMeCTpi BariTHOCTiI He BKa3yl0Th Ha HeOaxkKaHUM BIIJIUB
Ha BariTHiCTb ab0 3M0POB’s IJI0OOAa Y¥M HOBOHAPOMOXKEHOoro. [IoCIigKeHHs Ha TBapuHax
He BUSIBUIIH MPSAMOTro abo HENPSAMOTO IIKiAJIMBOTO BIIJIUBY Ha BariTHICTh, PO3BUTOK
eMmOpioHa abo moma. OgHaK cirifg 3 00epekHiCTI0 3aCTOCOBYBATH IIpenapar y mepioq
BariTHOCTI.

I'pymHE MOIOKO MIOOWHU MICTUTB 3aii30, 3B’s13aHe 3 makTodpepuHoMm. HeBigomo, sgka
KiJIbKICTh 3aJ1i3a 3 IMOoJIiMaJbTO3HOr0 KoMIIekcy 3aiisa (III) rigpokcuay nmpoHUKaeE y
rpygHe MOJIOKO. MajloMOBipHO, 110 IPUMOM IIpenapaTy MaTuMe HeOaKaHUU BIJIUB
Ha HEMOBIIS, K€ 3HaXOAUThCSA Ha TPYOHOMY BUTOJOBYBaHHI.

3acTocyBaHHS IpelnaparTy y nepion BariTHOCTi abo rogyBaHHS I'PYOIIO0
PEKOMEHYETHCS TilIbKM ITiCIST KOHCYIbTAllil 3 JIIKapeM Ta PETEIbHOI OIliHKHU
CHIBBIOHOILIEHHSA KOPUCTH/PU3UK.

Cnoci0 3acTocyBaHHS Ta J03H

I[loOoBa mo3a mpemnaparTy i TPUBaJIiCTh JIIKyBaHHS 3ajieXaTh Bifl CTyneHsa nediuTy
3aJi3a.

JIikyeaHHs Oegiuumy 3aniza 6e3 aHemii. PeKoMeHIOBaHa [03a IIpernapary Ois OiTewn
BiKOM Bif 12 poKiB Ta mopociaux cTaHOBUTH 1 TabneTky Ha moOy (100 mr 3amiza).

JlIikyeaHH A 3ani300ediyumHoi aHemil. PekoMeHOOBaHa [03a IIpelapary Ajs OiTen
BikoM Bif 12 poKiB Ta mOpoCuX CTaHOBUTL 1-3 TabneTku Ha mody (100-300 mr
3aji3a).



I[To6oBy mo3y mpemapaTy MOXKHa NPUMHSATH 3a 1 pa3 a00 po3nOmiIuTH Ha KilbKa
mpuiioMiB ITig vac abo oxmpa3sy micnis nmpuriomy ixi. IIpenapat @eppywMm Jlek, TabneTku
KyBaJlbHi, MOXKHa PO32KOByBaTU ab0 KOBTATU LiJINMU.

TpuBamicTh JIiKyBaHHS KJIiHIYHO BUpaxKeHoro nediuuTy 3anila (3anisomedinuTHOL
aHeMil) CTaHOBUTL Y cepegHboMYy 3-5 MicAIiB o HOpMaJi3alil piBHsS reMorio0iny.
[Ticnsa uporo mpunoM Ipenapary CIif IIPOOOBXKUTHU y BiAIIOBIHOMY HO3yBaHHI O
JIIKyBaHHS JIJaTEHTHOTO Ae(ilUTy 3ajli3a IPOTATrOM HACTYIIHUX KiJIbKOX THUXKHIB OIS
BIJHOBJIEHH 3allaciB 3aJi3a.

TpuBamicTh JIiKyBaHHS JIaTEHTHOTO AedinuTy 3anida 6e3 aHeMil cTaHOBUTH 1-2 MicsIIi.
itk

[IpemapaTt 3acTOCOBYBaTH AiTAM BiKOM Bif 12 pokis. [iTsam BikoM 10 12 pokiB
PeKoOMeHOy€eThCs 3acTocoByBaTu ®eppyM JIek, cupor.

Ilepego3yBaHHA

Ha T7i npuiioMy npernapaTy y BUIIafgKy Iepego3yBaHHs He Oyo 3a¢ikCcoBaHO Hi 03HaAK
iIHTOKCHKaIlil, Hi HaAMipHOT0 HaAXOOKEeHHS 3aJjli3a 10 OpraHi3My y 3B’I3KYy 3
0COOJIMBOCTSIMU KOHTPOJILOBAHOT'O BUMIiJIEHHS i HU3bKO1 TOKCUYHOCTI ITOIiMaIbTO3HOT O
KOMIUIEKCY rigpokcuny 3asmnisa (III) (y mumen ta mypis LD50 > 2000 Mr 3asi3a/Kr Macu
Tinta). [Ipo BUnagKyu HEHaBMUCHOI'O Iepeao3yBaHHsA 3 JIeTaJIbHUMU HaACIigKaMU He
TIOBiIOMIISIIIOCS.

IToOiuni peakii

YacToTa nob6ivHUX peakliliii BU3HAYAEThCSI TaKUM YMHOM: Oy2Ke 4acTo (= 1/10), gacTo
(= 1/100, < 1/10), HewacTo (= 1/1000, < 1/100), pigko (= 1/10000, < 1/1000), nyxe
pimko (< 1/10000), yacToTa HeBimoMa (He MoxKe OyTH po3paxOBaHa 3a HassBHUMU
maHumu). HarigacTimoio mobigHOI0 peaklii€eio € 3MiHa Koibopy Kany (y 23 %
alli€eHTiB), 3yMOBJIeHa BUBEOEeHHAM 3aji3a. Lle He Ma€ KIIiHIiYHOTO 3HaYeHH4.

3 60Ky iMyHHOI cucmemu: nyKe PigKo - ajlepriuHi peaxkirii.



3 60Ky Hepsosoi cucmemu: He4acTO - TOJIOBHUM Oifb.

3 60Ky mpasHO20 mpakmy: OyxKe 4acTo - 3MiHa KOJIbOPY Kanyl; 4acTo - fgiaped,

3

HYIOOTa, OUCIIEICis, medisi; HedacTo - Oinb y }KI/IBOTiZ, 6J1II0BaHHS ", 3aI0p, 3MiHa

KOJIbOpPY 3yOHOI eMaJti, TaCTpuT.

3 60Ky WwKipu ma nidwKipHUX MKAHUH: HeYaCTO - peakllii rinepyyTIuBOCTI IIKipH,

HaIpuKia[g, eK3aHTeMa, BUCUII, KPOIIUB AHKA, CBep6i}K5’6; 4yacToTa HeBigoMa -

aHadimakKTHYHI peaxkiril.

4

3 60Ky Kicmkogo-M’ 30801 cucmemu i CnoyyHOi MKAHUHU: M’'sI30Bi crta3Mu =, Mianris.

1 34 pe3ybTaTaMy MeTa-aHalli3y, IOBiAOMJIEHHS IIPO 3MiHy KOJIbOPY Kajly HaagXOOuIu

pimko, xoua 1151 moOiuHa peakilis moIIupeHa OJs IIperaparTiB 3aji3a.

2 y TOMY 4HucCii Oifb y 2KMBOTI, OUCHEICis, AUCKOMMOPT y HMIIYHKY, 3OYTTS JKUBOTA.

3 y TOMy 4ucii 6/1I0BaHHS, 3pUT'YBaHHS.

4 Yy TOMY YMCJIi M'130Bi Clla3Mu, TPEMOD.

5y ToMy 4mCIIi BUCHIIAQHHS, MaKy/IONANY/SIPHAN BUCHII, BE3UKY/ISIPHUI BECHIL.

6 yactora BUIIAAKIiB SIKi ITOBiHOMIISIIUCS ITiCISI peecTpallil mpenapaTy Ha pUHKY

npubIU3HO CTaHOBUTEL <1/491 narienTis ( 95 %).
TepMiH NpUIAaTHOCTI

5 POKIiB.



VYMmoBHu 30epiranHs

36epiratu npu TeMiepartypi He Buile 25 °C.

30epiraTtyu B HeMOCTYIHOMY [OJI OiTeM MicCIli.
YnakoBka

ITo 10 TabneTok y cTpurti abo 6imictepi; mo 3 (10 X 3) crpunu abo OmicTepu B
KapTOHHIM KOPOOIIi.

KaTeropis Bignycky

3a penemnTomM.

BupooHuKk

Jlek ®apMalleBTUYHA KOMIaHIA 1. M.

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJaXKeHHSI
IisIIHLHOCTI

Bepogiikosa 57, JIrobnsiHa 1526, CiioBeHis.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio JTiKapChKOro 3aco0y B3sTO 3 oQillifiHOTo mkepesa — [lepKaBHOTO PEECTPY

JIiKapCchKUX 3aco0iB YKpaiHu.
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