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AHHOTALIUA

O6ocHoBaHue. HenesoneduuntHas aHeMUA — OJHO M3 CaMblX PacnpoCTPaHEHHbIX 3aboNieBaHWUii B MUpe, KOTOpPOE CTOMT
Ha NepBOM MeCTe M0 4acToTe BCTPEYAEMOCTM Y MKEHLUMH AETOPOAHOro Bo3pacta. HactoTa HexenaTesNbHbIX ABAEHWA BbICO-
Ka npu npuéMe TPagMLMOHHBIX COeMHEHU Xene3a. HeobxoamMM NouUCK HOBbIX COeAMHEHWI XKene3a, 0bnaaatoLLmx nyyLen
NepeHOCUMOCTBH MPY COXPaHEHUW NapaMeTpoB 3P MEKTUBHOCTY.

Lienb. CpaBHeHMe pe3ynbTaToB KOPPEKLUMM OUETHl Y HebepeMeHHbIX MaLMEHTOK, KOTOpble MOMyyanu BUCTIMUMHAT Xenesa,
C pe3ynbTaTamMu Npuéma cynbdara xenesa.

Matepuanbl u MeTogpl. B uccnepnoBaHue Obinn BroueHbl 120 eHWMH penpoaykTueHoro Bo3pacTa (18-49 net) ¢ nérxon
CTeneHbio Xene30Ae@UUUTHON aHEMUM, COOTBETCTBYIOLLIMX KPUTEPUAM BKITIOYEHUA. MaumeHTKM Bbinv paHLOMU3MpOBaHbI Ha Be
rpynnbl. [auMeHTKU OCHOBHOW FpyNMbl NOAYyYanW UccnefyeMblii NPOAYKT, copepalumii 30 Mr aneMeHTapHOro Kenesa B Xe-
natHoi dopme bucrnmumMHaTa B codeTaHum ¢ ButaMuHamm C, By, By  L-Metundonatom (BALL Buta®epp), no 1 kancyne 1 pa3
B [leHb BO BpeMs efbl. [NaLMeHTKW KOHTPOMBHOM MpynMbl NoMlydanu npenapart, cogepxaimi 100 Mr aneMeHTapHOro xenesa
B BuAe cynbdara B coveTaHmm ¢ 60 Mr ButamuHa C, no 2 Tabnetku B feHb. 06Lasa anmtenbHOCTb Tepanum coctansia 60 gHei.
Pe3ynbrathl. C KOPPEKTUPOBKON Ha UCXOAHBIA YPOBEHL reMOrnobuHa B OCHOBHOM rpynmne A0S NauMeHTOK, LOCTULLMX Le-
IeBOT0 YPOBHA reMornobuHa, coctasuna 88,9%, B KOHTponibHoM rpynne — 94,3% (p=0,240). B obenx rpynnax cTaTUCTUYECKM
3HauMMble MEXIPYnMoBble pasnuums B ypoBHe reMornobuHa, hepputuHa 1 CbIBOPOTOHHONO JKene3a Yepe3 60 AHew BbisBie-
Hbl He bbiam (p >0,05), YTo cBUAETENLCTBYET O paBHOM IPHEKTUBHOCTU NPUMEHSAEMBIX CXeM. B uccnepoBaHum yctaHoBneHo,
yto 30 Mr bucrnMuMHaTa Xenesa CTaTUCTUYECKW 3HAYMMO NOBLILLAIOT YPoBeHb deppuThHa (C 24,1 0o 32,3 Hr/mn) ¢ 15-ro aHsA
npuMeHeHus, a K 60-My [HI0O CpefiHuiA YpoBeHb CbIBOPOTOYHOro depputiHa coctasun 39,1 Hr/mn (p <0,001). Mpu oueH-
Ke 4acToTbl BO3HUKHOBEHUS HEXKENATeNbHbIX ABEHUIA Bbina BbISIBIEHA CTaTUCTUYECKW 3HAYMMan MEXTpynnoBas pasHULa.
YacToTa HexxenaTeNbHbIX sIBNeHUA cocTaBuna 16 (26,7%) B ocHoBHoi rpynne u 37 (61,7%) B koHTponbHoi rpynne (p <0,001).
3akuioyenmne. bA[ Buta®epp MoxHo paccMaTpuBaTh Kak addeKTuBHOe 1 besonacHoe cpeAcTBo 1S NpodUNaKkTUKKM U ne-
YeHus geduuuTa Kenesa u aHeMuw.

KnioueBble cnoBa: xenesoaeduumntHas aHemMus; cynbdart xenesa; bucrnmumHar xenesa.
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ABSTRACT

BACKGROUND: Iron deficiency anemia is one of the most common conditions worldwide and ranks first in prevalence among
women of reproductive age. Conventional iron formulations are frequently associated with a high incidence of adverse effects.
Therefore, there is a need to identify novel iron compounds that offer improved tolerability without compromising efficacy.
AIM: To compare the outcomes of dietary correction in nonpregnant women receiving iron bisglycinate vs those receiving iron
sulfate.

MATERIALS AND METHODS: The study included 120 women of reproductive age (18—49 years) with mild iron deficiency
anemia who met the inclusion criteria. Patients were randomized into 2 groups. The main group received the investigational
product containing 30 mg of elemental iron in chelated bisglycinate form combined with vitamins C, B, Bi2, and L-methylfolate
(the dietary supplement VitaFerr), administered as 1 capsule once a day with food. The control group received a preparation
containing 100 mg of elemental iron as sulfate combined with 60 mg of vitamin C, taken as 2 tablets per day. The total duration
of therapy was 60 days.

RESULTS: After adjustment for baseline hemoglobin levels, the proportion of female patients who achieved the target
hemoglobin level was 88.9% in the main group and 94.3% in the control group (p=0.240). No statistically significant
between-group differences were observed in hemoglobin, ferritin, or serum iron levels after 60 days (p >0.05), indicating
comparable efficacy of the treatment regimens. The study showed that a daily dose of 30 mg of iron bisglycinate significantly
increased serum ferritin levels — from 24.1 to 32.3 ng/mL by day 15, with a mean ferritin concentration of 39.1 ng/mL on day
60 (p<0.001). A statistically significant difference in the frequency of adverse events was observed between groups: 16 (26.7%)
in the main group and 37 (61.7%) in the control group (p <0.001).

CONCLUSION: The dietary supplement VitaFerr may be considered an effective and safe option for the prevention and treatment
of iron deficiency and anemia.
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¥enesopepuumntHaa aHemmnsa (KIA) — nonmatronoruny-
Hoe 3aboneBaHue, pa3BUTHE KOTOPOIO CBA3aHO C AePULNTOM
JKenesa B OpraHu3Me M3-3a HapyLUeHMs MOCTYMNIEHNS, YCBOe-
HWS WM NOBBILUEHHBIX NOTEPb AaHHOr0 MUKPO3IEMEHTa, Xa-
PaKTEPU3YIOLLEECS MUKPOLMTO30M M TMMNOXPOMHOW aHEMMEN.
YA aBnseTcs 0fHAM U3 CaMblX PacrpoCTpaHEHHBIX 3abone-
BaHWi B MUPe W CTOMT Ha MEepBOM MeCTe Mo YacToTe BCTpe-
4aeMOCTM Y KeHLLWH feTopoaHoro Bo3pacta [1-3]. lpobnema
AeduunTa Xenesa — 310 Npex e BCero npobnema nuTaHus,
no3ToMy nepsuyHoi npodunaxkturon A n nateHTHoro fe-
uunTa Xenesa ABNAeTCA afeKBaTHoe, cbanaHcMpoBaHHOE
nuUTaHKe yenoBeKa B NioboM BospacTe. OBbIuHas aueTa obe-
CcneyuBaeT NocTynaeHue ot 5 ao 15 Mr anemMeHTapHoro xene-
3a B fieHb. B KT (aBeHaguaTMNEPCTHON KULLKE N BEPXHEM
oTaene Tollen KULWKY) BcacbiBaeTcs inwb 10-15% xenesa,
copepxatleroca B nuwe [1]. Mo MHeHnto akcnepToB BeceMup-
HOWM opraHu3aummn 3apaBooxpaHenus (BO3), pacnpocTpaHeH-
HocTb LA B nonynsumm MosKeT BbITb yMepeHHOM — oT 5
0o 199%, cpenten — ot 20 go 39,9% um Bbicokon — 40%
u bonee [4]. Mo paHHbIM BO3 3a 2019 roa, pacnpocTpaHeH-
Hoctb K[IA B Poccuitckoin ®efepalmm cpeam KeHLMH pe-
MPOAYKTUBHOrO Bo3pacTa coctasuna 21,1% [5].

B cootBeTcTBUM € pekoMeHpaumeit BO3, ontuManbHas
[03a xene3a ana nedenms A coctasnset 120 Mr B fieHb,
AN npodunakTukK xenesopgeduumta — 60 Mr B feHb.
CornacHo KnMHUYeckuM pexkomeHpaumsm M3 PO, BceM na-
uveHTaMm ¢ JKJIA pekoMeHzyeTcs HasHaueHue Mpenapartos
wenesa. [lo3bl npenapatoB Xenesa W [UTMTENbHOCTb eYeHNs
PacCcYUTBLIBAKOT MHAMBUAYANbHO C YYETOM BO3pacTa, Macchl
Tena nauWeHTa W TepaneBTUYECKOro niaHa nedvenus [1].

[na nevenus n npodunarktuku HOA mucnonb3yiot nepo-
panbHble MpenapaTbl ABYXBANEHTHOrO UM TPEXBANEHTHOMO
Xene3a, Haubonee Yacto — »enesa cynbgar [1].

BaxHbiMu KpuTepuamMm 3 dEKTMBHOCTU NepopasbHbIX
npenapaToB efie3a ABNAIOTCSA MOBLILIEHWE KOHLEHTpaLum
reMornobuHa K KoHUy 4-i Hepenu neyeHus mpenapaTtamu
wenesa Ha 10 r/n n remMatokpuTa Ha 3% Mo OTHOLLEHWIO
K W3HayanbHbIM 3HAYEHWAM [0 JIeYeHUs, UCHE3HOBEHME
K/IMHWUYECKWX NPOSABNEHUA 3aboneBaHus yepes 1-1,5 Mecs-
Lia 0T Hayana JieyeHns npenapaTamu Xene3a, NpeososieHne
TKAHEBOM CMAEPOMEHMM U BOCMOJSIHEHWE Kene3a B Aeno
yepe3 3—6 MecsALeB 0T Hadyana JiedeHns (B 3aBUCMMOCTU
OT CTEMEHW TAXKECTU aHEMUM), YTO KOHTPONMpYeETCA Mo Hop-
Manu3auum KOHLEHTPaLMKM CbIBOPOTOYHOro heppuTiHa (6o-
nee 30 Hr/mn) [1].

MpumepHo y 20% naumeHToB Ha QoOHe NpuéMa npena-
paToB }Kene3a pa3BUBAOTCA HeenatesbHble sBneHns (HA)
CO CTOPOHbI XeNyaouHo-KuweyHoro Tpakta (KKT) — Tow-
HoTa, pBoTa, 601b B aNMracTpanbHoOM 06acTu, OTpbIKKa, Me-
Teopu3M, auapes uu 3anop [6], KoTopble KynupyloT cMMNTo-
MaTu4ecKoi Tepanueit. [puMeHeHUe BbICOKOLO3MPOBAHHBIX
MpenaparoB Xe/e3a CONPOBOXKAAETCA YBEIMHEHUEM HacTOTbI
nobouHbIX 3ddeKToB co cTopoHbl KT [6].
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C yuéToM BbicoKoii YacToTbl HAl npu npuéMe TpaguumoH-
HbIX COEAVHEHWIA }ene3a B NOCeAHUe TOfbl BEAETCS MOUCK
HOBbIX COEAMHEHWN Xene3a, KoTopble obnafjanT nyyLleil
MepeHOCHMOCTbI0 NpU COXPaHeHUW NapaMeTpoB I deKTuB-
HocTU. OfHUM W3 TaKMX COELMHEHWUN ABNAeTCA bucrnuumHaT
)Kenesa, B KoTopoM aToM Fe(2+) coesnHEH ¢ KapbOKCUbHBIMM
rpynnamm ABYX MONIEKYN aMUHOKUCIIOThI [AIMLIMHA NPU NOMO-
LLIM KOBaNEHTHbIX CBA3ei, 06pa3ysa xenaTHoe coeauHeHme [7].

BucrnuumHat Kenesa MoXeT BcacbiBaTbCsl ABYMS My-
TAMU: HebosbLIOE KoNMYecTBO — Yepe3 peuentopbl DMT-1
(HaxopaTcA Ha [yofeHanbHblX BOPCMHKAX) W OCHOBHas
yacTb — Yepe3 peuentopbl PEPT-1 (nokanusylotcsa Ha npo-
TAIKEHUM BCEr0 racTPOMHTECTMHANbHOrO Tpakta) [8]. Takas
0Cc06eHHOCTb BUCTMLMHATA CYLLECTBEHHO MOBLILLAET Nepe-
HOCMMOCTb U ypoBeHb abcopbumn xenesa. [ogpobHee npe-
UMyLLiecTBa bUCrAMLMHATA Xene3a NpeaocTaBeHsl Ha puc. 1.

B cpaBHuTENbHOM MccnenoBaHuM 3 dEKTMBHOCTU bu-
crMumMHaTa u cynbdata xenesa bbina usyyeHa buogoctyn-
HOCTb BucrMuMHaTa Kenesa, Kotopas bblna ycTaHOBNEHa
Ha ypoBHe 90,9%, 4To okasanocb B 3,4 pa3a Bbiwe 6uopo-
CTYMHOCTW cynbaTa Xenes3a, COCTaBMBLUEN B [aHHOM WC-
cnepoBaHun 26,7% [9]. Kpome Toro, nokasaHo, 4to npume-
HeHWe XenaTHoi GopMbl BUCTIMLIMHATA JKene3a y NaLuueHToB
c nérkon XA B kypcoBoii go3e 1120 Mr (no cxeme 28 mr/cyt
B TeueHue 20 aHen, aanee — 14 mr/cyT 40 gHen) Tak e
3(deKTUBHO, KaK NPUMEHEHHe cynbdaTa Xenesa B KypcoBon
po3e 6300 mr (no cxeMe 105 Mr/cyTku B TeueHue 60 oHew).
lpuMeyaTenbHo, YTO KypcoBas [03a Xenesa B GopMe bu-
crmumMHaTa bbina B 5,6 pasa MeHblUe, YeM KypcoBas [03a
xenesa B ¢opMe cynbgata. lpu 3tom yactota HA Gbina
B [1Ba pa3a HWXe B rpynne, NpuHUMaloLien bucrnmumHat
wenesa [10].

B 2023 rogy 6bin npoBedéH cucTeMaTUYecKuit 0b3op
U MeTaaHanu3 17 paHAOMM3MPOBAHHLIX KOHTPOAMPYEMbIX
uccnepoBaHuid, BRIOUMBLLMX 2191 naumeHTa, ANS OLEHKM
B/IMSHUA DUCTMLMHATA JKene3a Ha KOHLEHTpauui remo-
rmobuHa U deppuTHHa, @ TaKkke Ha vactoty pa3sutus HA
co ctopoHbl KT no cpaBHeHWO ¢ ApYrMMM COEOMHEHNAMM
xene3a [11]. Mo pesynsTatamM AaHHOrO MeTaaHanu3a 6binio
YCTaHOBJIEHO, YTO B CPAaBHEHUM C APYTAMM COEOUHEHUSIMM
xenesa (cynbdat, dymapart, ackopbat, cynbgaT rMumMHa,
KapboHWN Xenesa) NpuéM ducrnmumHata B Tedenme 4—20 He-
OeNb CTaTUCTMYECKW 3HAYMMO Yallie NpUBOAMN K bonee 3Ha-
UNTENbHOMY MOBLILLEHWIO KOHLIEHTpaLuMm reMornobuHa y be-
peMeHHbIX JKeHwwuH (SMD 0,54 r/an; 95% nosepuTenbHbIii
untepBan [AN] 0,15-0,94; p <0,01) u K MeHbLLEMY KONMYECTBY
HA co ctoponbl KT (IRR 0,36; 95% AU 0,17-0,76; p <0,01).
Takxe Habnioganach CTaTUCTUYECKW HE3HAUMMas TEHAEHUMA
K Oonee BbICOKUM KOHLIEHTpaumaM depputiHa y bepeMeH-
HbIX JKEHLLMH, NonyyaBLUMX BucrimumHaT enesa. Heobxo-
OMMO OTMETUTb, YTO B MCCNELO0BaHMAX, BOLUEAWWX B 3TOT
MeTaaHanu3, [O3MPOBKM 3NIEMEHTAPHOIO Jenesa B rpynnax
cpaBHeHus He npesbiwanv 120 Mr B Buge cynbdara. AsTops
MeTaaHanu3a OTMETUNW, YTO HEOBXOAMMBI JONONHUTENBHbIE
UCCNEAOBaHMA ANA OLEHKU 3QdEKTUBHOCTU BUcrMuMHaTa
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Puc. 1. Myt BcacbiBaHmus bucrnmumHaTa xenesa.
Fig. 1. Pathways of iron bisglycinate absorption.

KEenesa no cpaBHEHUIO C ApyruMu hopMamm W A03UPOBKaMU
Xene3a y bepeMeHHbIX KEHLUMH, a TaKKe Y ApYrux rpynn
HaceNeHns, TaKUX KaK HebepeMEHHBIE KEHLLMHDI, MyXUMHbI,
LETW U CMOPTCMEHDI.

B Poccuitckoit ®epepaumn B Hactosiwee Bpems Qe-
AepanbHoii cnyxboii no Haasopy B cdepe 3awuThI
npaB noTpebuteneit u bnarononyums yenoseka (Pocro-
TpebHap3op) 3apeructpupoBaH bBAJ[l Buta®epp (cBU-
LEeTeNnbCTBO O TOCYAApPCTBEHHOW perucTpauuu npoayKTa
N2 RU.77.99.11.003, R.002619.08.20 ot 21.08.2020 r.), sBnsto-
LUMIACS [OMOHUTENBHBIM MCTOYHUKOM enesa, BuTaMuHoB C,
B¢, B12 M donneBoi KMCNOTbI ANS MEHLLMH, B TOM YMChe B ne-
puoA bepeMeHHOCTU WU KOPMIIEHWS TPYABIO.

Lienb uccnepoBaHus — cpaBHEHWE pe3yNbTaToB KOpPeK-
LMW aueTbl Y HebepeMeHHbIX NaUMEHTOK, KOTOpbIE NoMTy4au
BAJl Buta®epp, ¢ pesynbTataMu npuéMa cynbdata xenesa.

MATEPWAJIbI U METOAbI

Jln3aniH uccnepoBaHus

buino npoBeneHo OTKPbITOe MNPOCNEKTUBHOE MNOCTpPerun-
CTpaunoHHOEe paHAOMU3MPOBaHHOE KcciienoBaHne B napan-
NeNbHbIX rpynnax ¢ akTUBHBIM KOHTPOJIEM.

KpMTepMM cooTBeTCTBUA

Kpumepuu sxsoyenusi:

e nopnucaHHas opMa MUCbMEHHOro MHGOPMUPOBAHHOTO
COrnacus Ha yyactue B UCCNe0BaHUM;

*  JKEHCKWi no;

» Bo3pact 18-49 ner;

*  COXPaHEHHbIA MEHCTPYanbHbIN LMK

(Deppo/nopTMH
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OTpULATENbHBIN pe3ynbTaT TecTa Ha bepeMeHHOCTb;
NOATBEPKAEHHBIN JKene3oaedMUMTHBIN XapaKkTep aHe-
Mum [12]: ypoBeHb remornobuHa 110-119 r/n, ypoBeHb
(epputuHa MeHee 30 Hr/Mn, ypoBeHb CbIBOPOTOYHOTO
Xenesa MeHee 12,5 MKkMonb/n 1 ypoBeHb C-peakTUBHOIO
benka MeHee 5 Hr/M.

Kpumepuu HesxnroqeHus:

MOBbILLEHHAA YYBCTBUTENBHOCTb K UCC/IeAyEMOMY npena-
paTy, Npenapaty KOHTPONS WU UX KOMMOHEHTaM B aHaM-
He3e NMbo UX HemepeHOCUMMOCTb;

HEBO3MOXHOCTb UM HEXXeNaHue NpeKkpaLleHns npuéma
npenapaToB, 3anpeLiEHHbIX BO BPeMS NPOBEAEHUS UC-
CnepoBaHus;

MOBbILUEHHBIN YpoBeHb C-peaKkTMBHOrO benka, yKasblBa-
IOLLMIN Ha XPOHUYECKOE BOCMANIEHME;

Tanaccemus, remornobuHonatuy;

TAXKENbIE COMYTCTBYHOLLME 3aD0N1eBaHUA UM CONYTCTBYIO-
Lwme 3aboneBaHus B cTaauu 0boCcTpeHus;
OHKOJIOrMYecKkue 3aboneBaHus;

XMMUOTEpPaNuS;

anmactuyeckas aHeMms;

aHaMHeCcTUYecKue ceefieHus 06 anKkoronname, HapKoMa-
HWM, 3N0yNOTPeONEHNUM IEKapPCTBEHHBIMM MpenapaTamy;
niobble yCnoBus, KOTOpble, MO MHEHWUK UCCrefoBaTeNs,
MOTYT MPenATCTBOBaTb Y4acTUI0 MaLMeHTa B MCCeaoBa-
HWK, COBMIoAEHMI0 NpoLieayp UM NPOTUBOPEUNTL €0 MH-
TepecaM, a TaKKe NOB/MATL Ha pe3yribTaTbl UCCIeA0BaHMS.
Kpumepuu uckmodeHus:

0TKa3 OT NPOLOIIKEHNS Y4acTUS B UCCIIEA0BaHMM;

NPWEM NpenaparoB, 3anpeLLEHHBIX BO BpeMsl MPOBELEHNS
UCCNeaO0BaHMS.
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Ycnosusa u NPOAOHKUTENIbHOCTb UCCIeA0BaHUA

WccnepoBanne npoBoawnocb Ha 6ase  KIMHWKM
Orb0Y BO «balwKupckuit rocynapCTBEHHbLIA MeaULMHCKMIA
yHuBepcuteT» ¢ 1.08.2023 no 30.10.2024 ropa.

OnucaHue MeaMUMHCKOro BMeLlLaTeNbCTBa

Bcero 6bino nognucao 121 uHdopMupoBaHHoe cornacue.
Mpouenypy cKkpuHuHra ycnelHo npowwnm 120 naumMeHToK, Ko-
Topble Dbl paHAOMU3VPOBaHbI B [1BE IPYNMbl, B pe3ynbrare
Yero 0CHOBHYH rpynny cocTaBuin 60 NaUMEHTOK, KOHTPOSb-
Hyto rpynny — 60 naumeHToK.

Mepen, HayanoM uccnefoBaHWs y BCeX MNALMEHTOK NpoBe-
nm cbop Kanob, aHaMHe3a W3HW W 3aboneBaHus, PU3nKab-
Hblii OCMOTP, AaHHble OblAW 3aHeCeHbl B permMcTpaLMoHHbIe
KapTbl. OueHMBanM peMorpaduyeckue U aHTPONoOMeTpuYe-
CKMe XapaKTepUCTMKK: BO3PAcT, POCT, Maccy Tena, MHAEKC
Macchl Tena. TakKe naumeHTbl 3anofHANW BU3YaslbHO-aHano-
royto wkany (BALLI EQ-5D) v oTaenbHble JOMEHbI ONPOCHUKA
EQ-5D-3L ans oLeHKM KauecTBa XMU3HMW.

B nepBbil AeHb MCCNEAOBaHWA OLEHWBANUCL Chedy-
foLLMe MOKa3aTeNM aHanu3a KPoBM: YPOBEHb NEMKOLMUTOB,
3PUTPOLMTOB, reMornobuHa, reMatokputa, MCV, MCH, MCHC,
RDW, TpoMbouuToB, CbIBOPOTOYHOIO enesa, heppuTHHa,
C-peakTuBHoro benka.

HeobxoamMMo OblN0 OLEHUTb KOMMYECTBO Y4acTHML,
YCMELUHO JOCTUrLLMX YPOBHSA reMornobuHa 120 r/n B TeueHue
60 nHeln co cTapTa NpUMeHeHUs MUccneayemoro npenapara,
B CPaBHEHWM C IPYNMoK, NPUMEHSBLLEN NpenapaTt KOHTPons
(nepBuUYHas KoHeYHas TouKa).

OueHnBanu ypoBeHb reMornobuHa, CbIBOPOTOYHOMO Xe-
nesa u ¢eppuTMHa B CpaBHUBaeMbIX rpynnax yepes 15, 30
1 60 oHel, [MHAMMKY KadvecTBa Xu3Hu no wkane EQ-5D (gTo-
PUYHBIE KOHEYHBIE TOYKN).

B pamkax HacTosLien paboTbl B TeyeHWe Bcero nepuofa
UCCNedoBaHus, BKIKOYas NEPUOA CKPUHWHIA, He paspelua-
7I0Cb Ha3HayeHue CredylLmx NpenapaTtoB: JKene30comep-
)aluue BUTaMUHHO-MUHEPAIbHBIE KOMMJIEKChI, KOMBUHUPO-
BaHHble 0paJibHble KOHTPaLeNTUBbI, MporecTareHsl, aroHUCTI
FOHaAOTPOMUH-PUITU3UHI FOPMOHa.

TakKe B 3a[ia4u UcCnefoBaHUs BXOAWIA OLiEHKa YacToThl
pa3sutus HA co ctopoHbl KT B cBA3M ¢ BbICOKOM cnew-
MPUYHOCTBIO M 0XKMAEMOIA BbICOKOI YacTOTOM UX PasBUTHS.
Mpu HanMuUM COOTBETCTBYHOLLMX anob MauMeHTOK NpoBo-
WM CMeLmManbHyilo oLeHKy cnepylowmx HA: TowHora, peo-
Ta, 6051b B XMBOTE, 3arop, AUapes, MeTaNIMHECKUN NPUBKYC,
B3[yTUE KMBOTA W OKpalLUMBaHWe Kanla B YEpHbIWA LBeT. Bce
nepeyncneHHble HexenatesbHble peakuuy (HP) ouenmBanuch
Mo NpWU3HaKaM Hanuuus/oTcyTCTBUA.

Ananus B rpynnax

MauMeHTKN OCHOBHOW Tpynnbl Moay4anu UccnesyeMbii
npoaykt (BAL Buta®epp), copepxawmin 30 Mr anemeH-
TapHOro Kenesa B XenaTtHoW ¢opMe bBucrimumHata B coue-
TaHun ¢ sutamuHamm C (70 Mr), Be (0,7 mr), Byy (1,25 MKr)
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u L-metundonatom (400 Mkr), no 1 Kancyne 1 pa3 B feHb
BO BpeMs efbl. [auMeHTKN KOHTPONLHOM Tpynnbl noayya-
nm npenapart, copepxawumie 100 Mr aneMeHTapHOro enesa
B Buae cynbdara B covetaluu ¢ 60 mr Butammna C, no 2 ta-
bneTkmn B feHb. 06LLan LIUTeNbHOCTL Tepanuu B 0beux rpyn-
nax — 60 gHen.

MeTofbl perucTpaumm UCXoL0B

AHanus usaMeHeHus KauecTBa XU3HWU MPOBOAWIN MO BM-
3yanibHO-aHanoroBoM LKane KayectBa #u3uu (BALL EQ-5D)
1 MO OTAENbHbIM AoMeHaM onpocHuka EQ-5D-3L.

OnpocHuk EQ-5D-3L BKNtOYan OLEHKY NATWM [OMEHOB
(noaBmKHOCTb, caMoobenykuBaHue, NOBCEAHEBHAs aKTUB-
HOCTb, Oonb/auckoMdopT, TpeBora/menpeccus) ¢ rpapaumeit
Mo TPEM ypoBHAM (1 — HeT npobneM, 2 — yMepeHHble Npo-
Onembl, 3 — BblpaeHHble NPobneMbl).

JlabopamopHsle uccnedoeaHus

06LMi aHanM3 KpoBW BLIMOJHANCSA HA aBTOMATUYECKOM
remMaTofiornyeckoM aHanmsarope (Medonic M32). Onpepens-
JINCb YPOBHM NIEMKOLMTOB, 3pUTPOLMTOB, reMoriobuHa, remMa-
ToKkputa, MCV, MCH, MCHC, RDW, TpoMbouuToB.

YpoBeHb deppuTMHA U CbIBOPOTOYHOTO enesa onpege-
NANCS Ha aBTOMAaTWYECKOM BMOXMMWYECKOM aHanu3artope
Furuno CA-800.

C-peaKTuBHbIN 6enoK onpenensnca Ha BUOXMMMYECKOM
aHanusartope Konelab Prime 60.

Bce nabopatopHble UccnefoBaHus NpOBOAMNMCH B COOT-
BETCTBMM C MeXAYHapOAHbIMM CTaHAApPTaMW KOHTPONS Ka-
yecTsa.

OcHOBHOM UCX0A, UccneaoBaHuUs

[lons naumeHToK, AOCTUrLUKX LieNeBOr0 YPOBHS reMoro-
BuHa (=120 r/n) yepe3 60 aHeit oT Hayana Npuéma uccneay-
eMbIX Npenaparos.

JITnyecKasn JKCnepTu3a

Mpotokon wuccnepoBaHus 6bln 0f0OpeH NIOKaNbHBLIM
3TMYECKUM KOMUTETOM (eflepaibHOro rocyaapcTBEHHOMO
BromeTHOro 06pa3oBaTeNbLHOMD YUpeXAeHUs BbicLero 06-
pa3oBaHnA «balKMPCKWMN rocynapCTBEHHbIN MeAVULMHCKIIA
yHUBEpcuTET» MUHUCTEpCTBA 3apaBooxpaHeHns Poccuickoil
®epnepaumm (Bbinucka M3 npotokona Ne 8 ot 12.07.2023 r.).

CraTucTUyecKas obpaboTka

MpuHyunel pacyéma pazmepa evibopKu
Pa3mep BbI6OpKM NpeaBapUTENbHO HE PacCUUTLIBAICS.

Memodsl cmamucmuyecko20 aHanU3a GaHHLIX

CraTMcTMYeCKM aHanu3 MPoOBOLMM C WUCMONb30BaHU-
eM naketa R (Bepcusa 4.3.2, The R Foundation for Statistical
Computing, ABcTpus).

KonuuyecTBeHHble AaHHble OMMCaHbl C MOMOLLbBIO YMC-
na Habniopenuit (N), cpepHero apudMeTuyeckoro (M),
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CTaHAApTHOro oTKNoHeHuUs (SD), MMHMMYMa (Min), MaKcuMy-
Ma (Max), MegunaHbl (Me), a Takxe HwxHero (Q1) n BepxHero
(Q3) kBaptuneit.

KauecTBeHHbIe flaHHble NpeACcTaBneHbl B Buae abcontot-
HbIX (n) 1 oTHOCUTENbHBIX YacToT (%).

Cmamucmuyeckue Kpumepuu

« [lpoBepKa HOpManbHOCTU pacnpefeneHus: KpuUTepui
LWanupo-Yunka.

« CpaBHeHve rpynn Ha cTapTe UCCef0BaHWSA: 4N Kade-
CTBEHHbIX NMOKa3aTesnen — € NPUMEHEHUEM [BYCTOPOHHE-
ro TouHoro Kputepus Muwepa; [ KOMMYECTBEHHBIX NO-
Kasatened — t-kputepus CrblogeHTa (Mpy HOpManbHOM
pacnpefeneHuy) unm Kputepus ManHa—YutHu (npu He-
HOpMarbHOM pacrpefieneHum).

» AHanu3 nepBMYHOrO MUCXofa (AoNs NaLMEHTOK C YPOBHEM
reMornobuna (Hb) =120 r/n):

— 0606LLEHHas nHenHas Mogenb (GLM) ¢ noructudeckon
perpeccueif;

— (MKCMpPOBaHHbINA (aKTop: rpynna Tepanuu;

— KoBapuarta: UCXO[HbIi YpOBEeHb reMoriobuHa.

PaccunTbiBanu: CKOppeKTUpOBaHHbIE [O/M, OTHOLLEHME

waHcoB (OR), 95% [V u 3HayeHue p.

o AHanu3 BTOpPUYHBIX MCX0A0B (AMHaMuKa Hb, depputuHa,
CbIBOPOTO4HOrO ene3a, EQ-5D VAS):

— KOBapMaLUMOHHbI aHann3 (ANCOVA);

— (MKcMpoBaHHbIN aKTop: rpynna Tepanuu;

— KOBapMaTbl: MCXOLHbIE YPOBHMW NoKasaTesen.
PaccunTbiBanu: cKoppeKTMpoBaHHble cpefHue (adjusted

means), pasHuubl cpefHux, 95% [N u 3HaueHue p.

o AHanu3 besonacHoctn (Yactota HA): ans cpaBHeHus
[0Ned NPUMEHANCSA [BYCTOPOHHWWA TOYHBIA KpUTEpUI
Ouwwepa, Ans cpaBHeHWs cteneHn Tswectu HA — kpu-
Tepuit MaHHa—YuTHu.

CardioSomatics

WHTepnpeTaums pe3ynbTatoB B 3aBUCMMOCTU OT pacripe-
[EeNeHns AaHHbIX: LIS HOPMaJbHO pacnpefenéHHbIX Konuye-
CTBEHHbIX [aHHbIX UCMONb30Ba/UCh NapaMeTpUyeckue MeTo-
abl (t-kputepuid, ANCOVA). Pesynbtatbl HTEpNpeTMpOBanMch
Ha OCHOBE CPEHMX 3HAYEHUN W CTAHAAPTHBIX OTKIIOHEHMIA.

[lns AaHHBIX C OTKNOHEHWEM OT HOPMasnbHOrO pacrnpege-
NeHUs NPUMEHSNNCh HenapaMeTpuYecKne MeTofbl (KpUTepuit
MaHHa—YuTHu). ViHTepnpeTaums ocHoBbIBanach Ha MeauaHax
1 MEXKBapTU/bHLIX AMana3oHax.

[lns KaTeropuanbHbIX AaHHBIX MCMOMb30BANCS TOYHbIN
Kputepuii Ouiepa. Pe3ynbTaTel npeacTaBnanmch B Buge ab-
COMOTHBIX M OTHOCUTENbHBIX YacTOT.

CTaTMCTUYECKM 3HAYMMbIMW CUMUTANUCL Pasfinuus, rae
p <0,05.

PE3YJIbTATbI

YyacTHUKM (06bEKTbI) UccnenoBaHus

Bce naumeHTKW npuHMManu HasHauyeHHble Mpenaparbl,
KaK 370 OblII0 NpeaycMOTPEHO NPOTOKONOM. TakuM obpasoM,
nonynsums, B KOTOPO NpoBoamMnack oLeHKa besonacHocTH,
coctaBuna 120 naumeHToK (60 B ocHoBHO rpynne 1 60 B KOH-
TPOJIbHOW Tpynne), NONMyYMBLUKMX XOTA Obl OAHY 03y Npea-
YCMOTPEHHOI NPOTOKOSIOM Tepanuu.

Bce ykasaHHble NauMeHTKM 3aBepLUUNM y4acTue B Ucche-
[0BaHWM B COOTBETCTBMM C MPOTOKOJIOM, MPU 3TOM [aHHbIE
BCEX MaLMEeHTOK Bbiu JOCTYNHbI AN aHanu3a adhdeKTUBHo-
cTW. [TaumMeHTKM OCHOBHOM U KOHTPOJIbHOM rpynn bbiin cpas-
HUMbI Mexxay coboii Mo AeMorpaduUyeckvM XapaKkTepucTUKam
(tabn. 1). CpaBHeHWe rpynn Mo UCXOAHLIM 1abopaTopHLIM
JaHHbIM NPeAcTaBeHo B Tabn. 2.

Mo naHHBIM onpoca NaUMEHTOK, Y4acTBOBABLUMX B UC-
CefioBaHWM, KOMMNAEHTHOCTb B 00eux rpynnax coctaBunia
100% — nponycku npuéMa o3 oTCYTCTBOBAM.

Tabnuua 1. [leMorpaduyeckvie 1 aHTPONOMETPUYECKYUE UCXOAHBIE XapaKTEPUCTUKM NaLmeHToK, n=120
Table 1. Demographic and anthropometric baseline characteristics of the patients (n=120)

. CpaBHeHue
Mapametp [pynna n CpenHee (0(0] Min Q1 M Q3 Max roynn (o)
Bospacr, Buta®epp 60 333 10,6 0,0 24,0 36,5 42 48,0 0.236*
MONHbIX NeT KoHTponb 60 316 9,6 18,0 22,0 33,0 392 48,0 '
Buta®epp 59 1,65 0,07 1,49 1,60 1,65 1,1 1,83 "
Poct, M Kokpons 59 1,66 0,08 150 1,60 167 171 185 0,562
Macca Tena. k- Buta®epp 59 63,8 90 430 570 64,0 70,0 890 0501+
' KoHTponb 59 64,9 8,4 44,0 60,0 66,0 70,0 85,0 '
Buta®epp 59 233 2,9 18,5 212 23,0 25,8 290
2 *k
M1, kr/m Kortpons 59 235 26 187 217 238 253 298 0.675

[pumeyanue. * T-kputepuii CTblofieHTa (cpeaHee), ** Kputepuini MaHHa—YWTHU (MefiMaHa), n — KonMYecTBO NALMEHTOK B rpynne, cpeiHee — CpeaHee
apudMeTyecKoe 3HaveHne, CO — cTaHaapTHOE OTKIOHEHKe, Min — MUHMManbHoe 3HaueHue B BblbopKe, Q1 — nepBbIi KBapTUib (25%),

M — mepawaHa (50%), Q3 — Tpein kBapTUb (75%), Max — MaKcuMarbHoe 3HaueHwe B BbIDOpKE.

Note. * Stjudent's T-test (mean), ** Mann-Whitney U test (median), n — number of patients in the group, cpeaHee — arithmetic mean, CO — standard
deviation, Min — minimum value in the sample, Q1 — first quartile (25%), M — median (50%), Q3 — third quartile (75%), Max — maximum value

in the sample.
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Tabnuua 2. VcxonHsle nabopatopHble NapameTpbl NaLmeHToK, n=120
Table 2. Baseline laboratory parameters of the patients (n=120)
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. CpaBHenue
MapaMetp [pynna n CpenHee Co Min Q1 M a3 Max royn (o)
. Bura®epp 60 57 16 34 46 53 63 9%
9 ’ , ’ ’ y ’ ' ok
Tleiikountel, 107/ o) oo 40 55 15 30 45 52 65 10,9 0,549
Buta®epp 60 45 04 32 43 45 47 5,6
9 *
3putpoupsl, 10°/n HoHTpOTs 40 Wt 04 35 41 4k 4 5.2 0,473
Bura®epp 60 1142 33 10,0 1m0 15,0 1170 19,0 .
feMomobuH, I/n oo 60 1161 3 10,0 1110 1135 1170 1190 0,922
BuraOepp 60 37 32 236 332 342 368 45
0, *
femaroxpur, % Koktpons 40 339 25 272 324 34,2 356 392 0,195
: Bura®epp 60 77 79 55,6 72,6 770 83,0 935
15 *
MCY, 10" KokTporb 60 784 A 653 732 783 833 93,0 0.628
! Buratepp 40 258 27 195 236 257 274 35
12 *
MCH, 107 Kotpoms 60 255 30 me W5 55 27 s
BuraOepp 60 328,6 102 295,0 3228 330,5 334,0 3490 .
MCHC, r/n Kowpons 60 3287 103 000 338 3295 3350 3620 0
Bura®epp 60 14,7 15 10 135 14,7 15,7 179 .
ROW. % KoHTpor 60 15,1 21 in 13,8 16,6 15,4 28 D646
TromboLMTH, Bura®epp 60 280,6 804 156,0 2345 278,5 3185 398,0 .
10°/n Koktpons 40 283,1 69,0 1470 2385 2795 316,0 504,0 '
)E(*’e'igggmq“c’e Buraepp 40 8,0 60 15 32 b4 108 28,2 —
' Koktporb 60 83 63 15 39 65 10,1 30,0 '
MKMOSb/N
Buma®epp 60 2,1 172 90 154 198 25,1 1086 .
epputa, HI/MA o) oone 40 196 149 37 18 16,0 25 938 0,135
C-peaKTBHbIi Buta®epp 60 0,0 0,0 0,0 0,0 0,0 0,0 0,0 _
6enoK, Mr/n KoHTponb 60 0,0 0,0 0,0 0,0 0,0 0,0 0,0
BALLI EQ-5D, Bura®epp 60 70,95 13,62 40 65,00 70 80,00 100 060
GET KoHTponb 60 6932 15,55 25 60,00 70 80,00 100 '

[pumeyanue. * T-kputepuin CTblofieHTa (cpeaHee), ** Kputepuini MaHHa—YUTHU (MefiMaHa), n — KonMYecTBO NALMEHTOK B rpynne, cpefiHee — cpenHee
apudMeTHyeckoe 3HadeHne, CO — cTaHaapTHOE OTKIOHEHWe, Min — MUHMManbHoe 3HaueHue B Bblbopke, Q1 — nepBbIi KBapTUIb (25%),

M — MepawaHa (50%), Q3 — Tpein kBapTUb (75%), Max — MaKcuMarbHOe 3HaueH e B BbIDOPKE.

Note. * Stjudent's T-test (mean), ** Mann-Whitney U test (median), n — number of patients in the group, cpeaHee — arithmetic mean, CO — standard
deviation, Min — minimum value in the sample, Q1 — first quartile (25%), M — median (50%), Q3 — third quartile (75%), Max — maximum value

in the sample.

Pe3ynbTtatbl OLeHKU 3pheKTUBHOCTU

B ocHoBHo rpynne [ons NauMeHToK, JOCTULLMX LieNieBo-
ro ypoBHA remMornobuHa, coctaBuna 85% (95% AN 73,6-92),
B KOHTponbHoW rpynne — 91,7% (95% [N 81,5-96,5),
Mpy 3TOM MEXTPynnoBas pasHWLA OKasanacb CTaTucTuye-
CKM HesHaumumon (p=0,261). Takum obpa3oM, No AOCTUMKEHUIO
NEePBMYHOI KOHEYHOI TOUKM rpynnbl ObIM CONOCTaBUMBI.

Mpu aHanu3e NepBUYHON KOHEYHOW TOUKW C KOPPEKTM-
POBKOM Ha WCXOAHbIA YPOBEHb reMornobuHa B OCHOBHOM
rpynne [oNns NauMeHTOK, AOCTUFLUMX LIeNIeBOM0 YPOBHS re-
mornobuHa, coctauna 88,9% (95% [N 76,6-95,2), B KoH-
TponbHoW rpynne — 94,3% (95% AW 85-98), npu atom
MEXIpynnoBas pasHULA TaKKe OKasanacb CTaTUCTUYECKM
He3HaunMon (p=0,240). Takum obpasoM, No AOCTUKEHUIO
MepBUYHON KOHEYHOW TOYKM MOCNe KOPPEKTMPOBKW Ha WC-
XOLHbII YpOBEHb reMornobKHa rpynmbl TakKe 0CTaNnch Co-
MOCTaBUMBIMM.

DQl: https://doiorg/10.17816/CS677071. PENPUHT

lMNokasaHo, 4To NpWEM Kene3a B XenaTHoM opMe bucrmm-
UMHaTa B KymynatueHoin gose 1800 Mr 3a 2 MecAua npusogut
K CTaTUCTMYECKMW COMOCTaBMMOM YacToTe AOCTUMXEHUS LieNeBo-
ro YpOBHSA reMoriobuHa, Kak 1 Npu NpueMe xenesa B Gopme
cynbgarta B kymynatueHon go3e 12 000 mr 3a 2 Mecsua.

Pe3ynbtathl oLeHKM 3QheKTUBHOCTY MO NEPBUYHON KO-
HEYHOI ToYKe ([0NA NaLMEeHTOK, AOCTUILUMX LIENEBOro YpoB-
HA reMornobuHa K KOHUY WCCefoBaHus) npepcTaBneHbl
Ha puc. 2.

B xome uccnepoBaHWA YCTaHOBNEHO, YTO MPUMEHEHME
BAJl Buta®epp, copepkaluero 30 Mr aneMeHTapHOrO Jene-
3a B xenlaTHoM QopMe BUCTIMLMHATA, Bbi3bIBAET CTaTUCTUYE-
CKW 3HauMMOe MOBbILIEHWE CPELHEr0 YPOBHS reMoriobuHa
¢ 114 po 118 r/n yxe ¢ 15-ro gHA npuMeHeHus (BU3MT 2),
K 30-My fHi0 (BU3MT 3) Tepanuu Obiio JOCTUMHYTO cpeaHee
3Ha4eHue remMornobuHa 122 r/n (uenesoi yposeHb — 120 r/n),
a K 60-My OHio (BM3UT 4) cpefHuii ypoBeHb remornobuHa
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Buta®epp (n=60)

Puc. 2. [lons naumeHToK, LOCTUTLLMX LieNIEBOr0 YPOBHS reMoriobuHa
120 r/n yepes 60 fHelt oT Ha4ana UccnefoBaHus. Mexrpynnosas
pa3HuMLa CTaTUCTUYECKM He3HaunMa, p=0,2.

Fig. 2. Proportion of patients who reached the target haemoglobin level
of 120 g/l after 60 days from the start of the study. Intergroup difference
is not statistically significant (p=0.2).

KonTponb (n=60)

coctaBun 128 r/n, 4To TaKKe CTaTUCTUHECKM 3HAYUMO MPEBbI-
LUAeT UCXoaHbIN ypoBeHb (p <0,001).

OueHKa MeXrpynmnoBbIX PasfiiMin B OCHOBHOW W KOH-
TPO/LHOM rpynnax no AUHaMuKe abCcosloTHOMO YPOBHSA reMo-
rnobuHa NoKasana CTaTMCTUYECKN 3HAUMMYI0 MEXTPYNNOBYH
Pa3HULY UL HA 3-M BU3UTE, HUBENUPYIOLLLYIOCS K 4-My BU-
3Ty, Ha KOTOPOM CpPefiHEe 3HayeHue reMorobuHa B rpynne
BAJl Buta®epp coctasuno 127,9 r/n, a B KOHTPONIbHOM rpyn-
ne — 130,6 r/n (p=0,079).

B xope vccnenosaHua yctaHoeneHo, 4to bAL Buta®epp
BbI3bIBAET CTATUCTUHECKM 3HAYMMOE MOBBILLIEHWE YPOBHS dep-
puTuHa ¢ 24,1 po 32,3 Hr/mMn yxe ¢ 15-ro AHS NpUMEHEHMS
(BU3MT 2), a K 60-My AHI0 (BU3UT 4) CpenHUiA YpOBEHDb CbiBO-
poToyHOro deppuTMHa coctaBun 39,1 Hr/Mn, YTo TaKKe cTaTn-
CTUYECKM 3Ha4MMO NpEBLILLAET UCXOAHBIN ypoBeHb (p <0,001).

Mpy OLLEHKE MEXTPYNMOBLIX Pa3iNyUiA B IMHAMUKeE YPOB-
HA (heppUTMHA B OCHOBHOW M KOHTPOSIbHOM rpynnax (Tabn. 3)
Obina BbISBIEHA CTATUCTMYECKWM 3HAYMMas MEXTpynno-
Bas pasHMLA Ha 2-M BU3WUTE, KOTOpas HWUBENWMpOBanacb
Ha 3-4-M BusuTax. Ha 4-M Bu3uTe abcontoTHble 3HaYeHUs
coctaBunu: B rpynne bAL Buta®epp — 39,1 Hr/n, B KOH-
TponbHoM rpynne — 48,8 Hr/n (p=0,052).

Mpu oLEHKe AMHAMMKW YPOBHA CbIBOPOTOYHOMO XKenesa
(cM. Tabn. 3) He 6bi0 BbISBNEHO CTAaTUCTUHECKM 3HAYMMONA
MEXTPYNMoBoi pasHMLbl HA MPOTAXEHWM BCEro MCCnepo-
BaHWA, U Ha 4-M BU3WUTE abCOMKOTHBIE 3HAYEHWs COCTaBUNM:
B rpynne bAJl Buta®epp — 15,7 MKMONb/N, B KOHTPOSIbHOVA
rpynne — 19,8 Mkmonb/n (p=0,146).

B 0CHOBHOI 1 KOHTPONIBHOM rpynnax AMHAMUKA U3MeHe-
HWa uucna bannos no BALL B onpocHWKe KayecTBa MU3HU
EQ-5D 6bina ctatmctMyeckn 3Hauuma (tabn. 4) u K nocnen-
HeMmy Bu3uTy cocTasuna 8,68 (6,1-11,3) 6anna B rpynne BAJL
Buta®epp u 6,2 (3,62-8,79) banna B KOHTPOMbLHONA rpynne
(p=0,182). MexxrpynnoBas pa3HuLia He bbina BbISBNEHa.

Takoke GbiIM paccMOTpeHbl pesynbTaThl OLEHKW KadyecTBa
XM3HU MO OTZEMbHbIM AoMeHaM onpocHuka EQ-5D-3L v BbI-
MOJTHEHO COOTBETCTBYHLLIEE CPABHEHME TPYNM UCTIBITYEMBIX.

DAl https://doiorg/1017816/CS677071. REPRINT
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B MpunoxeHun 1 npepcTaBneHo AuHaMWyecKoe pac-
npegeneHne MHAMBMAYaNbHbIX Npodunen 340poBbs B KOH-
TposbHO# W ocHoBHol rpynnax (KT v OF) Ha pasHbix 3Tanax
uccnenoBaHus — KoHTposibHble Toukn (KT1-KT4), coort-
BeTCTBYylOLWMe Bu3uTaM 1-4. [peacTaBneHHble AaHHbIE MNo-
3BOAISAIIOT OLIEHUTb M3MEHEHWE YacTOTbl BCTPEYAEMOCTM pas-
JIMYHBIX Npoduneil 300poBbsS BO BPEMEHH, Pas3inymns Mexy
KOHTPOJIbHO M OCHOBHOM Fpynnamu, CTaTUCTUYECKYH 3Hauu-
MOCTb pa3nnumii (x2-kputepuii NupcoHa 1 cooTBETCTBYHOLLME
€My 3HaueHus p).

CraTUCTMYECKM 3HAUMMBIX Pa3iuYMiA A0 Hayana BO3[en-
CTBMS MO BOMBIUMHCTBY AOMEHOB KAYeCTBa W3HM, CBA3AH-
Horo co 300poBbeM (KHC3), OLEHEHHBIX C MOMOLLBID UH-
ctpymenTa EQ-5D-3L, He obHapyeHo. [lons pecnoHAeHToB
c npobneMammn B camoobCTyKUBaHWM, NOBCEAHEBHOW fes-
TenbHOCTH, 6onu/ancKomdopTa, TPeBOrk/LeNpeccumn He UMe-
€T 3HAYUMBIX PasfiNumiA MeKay rpynnamu.

Mpu oueHke anHamukn komnoHeHToB KMC3 ycTaHoBne-
HO, yTo 0ba BMeLUaTeNbCTBa B LIESIOM OKa3blBaloT MOMOMMU-
TeNbHOEe BAMSIHWE, 0COOEHHO Ha MOABMXXHOCTb W Bonb/Auc-
Komoopt. CpaBHeHMe Tpynn 0bHapyMMBaeT CTAaTUCTUYECKM
3HauuMMble pasnnumns Tonbko K KT4 (Bu3uT 4) ana komno-
HeHTbl «0onb/anckomepopt» (31% pecnoHpeHToB KI' uMetot
HeKoTopble npobneMsl, Toraa Kak B O npobnemsl ecTb NnLLb
y 13% pecnongenTos, p=0,023). CraTUCTUYECKM 3HAUUMBIX
pasnuymii B Apyrux KOMMOHeHTax (camoobcnyxuBaHme, npu-
BblYHas aKTUBHOCTb, TPEBOXHOCTL/AENPECCUS) N0 rpynnam
He obHapyxeHo.

OcHOBHble pe3ynbTaTthl, NOMYYEHHbIE C MPUMEHEHWEM
NOTUCTMYECKOW perpeccuy, NI OLEHKU BEpPOSATHOCTM Ha-
nnuua npobnem B KoMnoHeHTe KC3 «bonb/auckoMdopt»
npu cpaBHeHun xapaktepuctuk KXC3 ¢ nonynsumoHHbIMM
JaHHbIMU penpe3eHTaTUBHOMO onpoca Hacenenua PO PM33
(PoccuiicKUit  MOHWUTOPUHT 3KOHOMMWYECKOrO MOSIOXEHUS
1 3n0poBbs Hacenenus HAY BLU3J 2018 r.) [13] npenctaBneHbl
Ha puc. 3.

PM33 u3HayanbHO MMeeT 3HauMTeNbHO Bonee HU3KYyH
BEPOATHOCTb Bonn/anckoMdopta no cpasHenuio ¢ K n OF
(=15,0%, p=0,012). KI' u OI cxoxm no ypoBHI0 Bonmn/anucKoM-
(opra B Ha4ane uccneposanua (p=0,265). lanee HabniogaeT-
CA CHUXEHWe YPOBHA NpobneM ¢ bonbto/anckomdopToM B KI
K KT2 (22,0%) u KT3 (23,3%) ¢ nocnegyiowmumM Bo3pacTaHueM
K KT4 (30,5%). B OI' BeposiTHocTb 60nm cHUaeTcs Bo Bpe-
MeHu (c 36,7% B KT1 po 13,3% K KT4), uto roBopuT 0 nosu-
TMBHOM 3¢ deKTe BMeLLATENbCTBA.

Takum obpasoM, ocHOBHas rpynna npakTUYecKu He UMeeT
3HauYMMBIX pa3nnuni no bonbLuMHCTBY XapakTtepucTuk KHC3
C KOHTPONbHOM rpynmnoii. VicknioueHue CoCTaBMISOT KOMMO-
HeHTa «bonb/auckoMdopT», rae pasnuuus B KT4 (Bu3uT 4)
CTAaTUCTMYECKU 3HaYMMbI Ha 5% YpOBHe, a TaKXKe XapaKTe-
pUCTMKA «xoTa bbl ofHa npobneMax» B KoMnoHeHTax KHC3
Ha 10% ypoBHe 3HaummocTy B KT4 (BU3MT 4).

Ha ocHoBaHuM nonyyeHHbIX pe3ynbTaToB aHanusa 3g-
(eKTUBHOCTW BbIN cenaH BbIBO, YTO MPUEM Kenesa B Xe-
natHoit dopMe bucrnmumHata B KymynsTueHon go3e 1800 mr
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Tabnuua 4. Pe3ynbTatbl OLeHKM 3D HEKTUBHOCTM N0 CpeHEMY U3MEHEHHUI0 KauecTsa xu3Hu no BALL wkansl EQ-5D Ha 15, 30, 60-1 AeHb oTHOCUTENBHO
MCXO[IHOTO YPOBHS
Table 4. Efficacy results by mean change in quality of life on the EQ-5D VAS scale at day 15, 30, 60 relative to baseline
Mapametp | Busur | fpynna | n | CroppekTupoBaHHble cpeptme [95% AN] | PasHoctb cpentmx [95% AN | CpaeHenue rpynn*
Buta®epp 60 5,56 [3,39-772]
2 2,78 [-0,283-5,85] 0,075
Kontpone 60 2,78 10,608-4,94]
Buta®epp 60 6,21 [3,72-8,7]
BALL EQ-5D, 6annbi 3 1,62 [-1,9-5,14] 0,364
KoHtpone 60 4,59 (2,1-7,08]
Buta®epp 60 8,68 [6,1-11,3]
4 2,48[-1,18-6,13] 0,182
Kontpone 60 6,2 [3,62-8,79]

[pumeuanue. * ANCOVA, n — KOnmM4ecTBO naLyeHToK B rpynne, [l — [oBepuTenbHbIi HTEPBAN.
Note. * ANCOVA, n — number of patients in the group, I — confidence interval.

0,57. —e—KI' —o-0r

—&—PM33

BeposTHocTb Hanuums npobneM B koMnoHeHTe PD

1 2

3

KOHTpOJ'I bHaA TOYKa

Puc. 3. OueHKM BepOATHOCTM Hannums npobneM (ypoBeHb 0TBETOB 2—3)
M0 KOMMOHEHTE Ka4ecTBa JKU3HM, CBA3aHHOTO CO 3,0POBbEM,
oTBevatoLLeii 3a 6onb / auckomdopt. KI — KoHTponbHas rpynna,

O — ocHoBHas rpynna, PM33 — Poccuitckuin MOHUTOPUHE

3KOHOMMUYECKOro nosIoXXeHnA U 340poBbA.

Fig. 3. Estimates of the likelihood of problems (response level 2-3)
based on the health-related quality of life component responsible for

pain/discomfort. KI — control group, OF — main group,

PM33 — Russian monitoring of economic situation and health.

TaGJWILI,a 5. Pe3yJ'IbTaTbI adHa/iM3a 4acToTbl PErncTpaunm HexxenartesibHbIX SBNEHWI CO CTOPOHbI XeJlyA04YHO-KULLEYHOro TpaKTa

Table 5. The results of the analysis of the frequency of registration of adverse events from the gastrointestinal tract

HexenartenbHble ABneHNs [pynna N “cno nauvenos, Yacrora n/N, % CpaBHEI-iMe

Y KOTOpbIX 3aperncTpupoBaHo rpynn
Buta®epp 60 3 5,0

Towrora KoHtpone 60 6 10,0 0.491
Butabepp 60 1 17

Peora KoHtpons 60 1 1,7 1.000
Buta®epp 60 8 133

Bonb B xwBoTE Kokrpone 60 29 483 0,000
Buta®epp 60 10 16,7

Janop Kormpons 40 18 30,0 0,130
Butalepp 60 1 17

fnapes KoHtpone 60 1 1,7 1000
. Butabepp 60 7 7

MeTannmnyecKkmin npuBkyc Kowrpoms 60 7 450 0,000
Butabepp 60 14 23,3

Bapyme xvsora Kowtpons 60 3 56,7 0,000
N Buta®epp 60 3 5,0

OKpaluvBaHmWe Kana B YEpHbIV LBET Kokrpons 60 " 23 0,007

06LLee YMCno HeXenaTenbHbIX ABNEHNIA Buta®epp 60 16 26,7 0.000

(100% — HexxenaTenbHble peakumm co cTopoHsl HKT) KoHtpone 60 37 61,7 '

Mpumeyanue. * kputepuii Ouiepa, KT — xenyn04YHO-KMLLEUHBIN TPaKT.
Note. * Fisher's exact test, )XKT — gastrointestinal tract.
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B COYETAHWM C BUTaMMHAMM 3a 2 Mecsla NPUBOAMT K CTa-
TUCTUYECKW COMOCTABMMOW YacToTe AOCTUMKEHWA LieNeBoro
YPOBHS reMornobuHa, conocTaBuMoN AMHAMUKE YPOBHS re-
MornobuHa, deppuTuHa, CbIBOPOTOYHOO 3Kenle3a U OLeHKe
KauvecTBa xu3Hu no BALL onpocHuka EQ-5D ¢ npuémoM xe-
nesa B ¢opMe cynbarta B KyMynatueHoi gose 12 000 mr
B TeYEHMEe 2 MecALEB, NpU 3TOM M0 pe3ynbTaTtaM OLEHKU 0T-
AenbHbIX JoMeHoB onpocHuka EQ-5D-3L BbiseneHa nyyiwas
AVHAMUKa KOMMOHEHTbI «bonb/AnckoMbopT» K 4-My BU3M-
Ty Yy MaUMEHTOB, NPUHMMABLUMX BUCTAMUMHAT xene3a (BAL
Buta®epp).

Pe3yanaTb| OLleHKU 6e3onacHocTU

B HacToswem uccnefoBaHuM BbiNo 3aperucTpupoBaHo
B 06wiei cnoxHoctn 53 HA, 100% Kotopbix otHocunmcb K HP,
XapaKTepHbIM As NPenapaToB Xene3a U NpeAcTaBNAloLmUM
€000/ pasnnyHbIe AMCNENTUYECKUE ABNIEHNUS.

Mpu oLeHKe YacToTbl BO3HUKHOBeHUS HA bbina BbisBNeHa
CTaTUCTUYECKM 3HAYMMas MEXTpynnoBas pasHuua no obuue-
My umncny HfA, kotopoe B rpynne bAL Buta®epp coctasuno
16 (26,7%), B KoHTpOMLHOI Fpynne — 37 (61,7%) (p <0,001).
Mpy 3TOM METaNAMYECKUI NPUBKYC BO PTY B KOHTPOSIbHOM
rpynne BO3HWKan B 4 pasa vawe — B 45% npotve 11,7%
B rpynne bALL Buta®epp (p <0,001), B3ayTHe HUBOTA B KOH-
TPONLHOW Fpynne oTMeyanoch B 2,4 pasa vawe — B 56,7%
npotus 23,3% B rpynne BAL, Buta®epp (p <0,001), okpawm-
BaHWE Kana B YEpPHbIA LBET B KOHTPOJILHOM rpymnne BO3HU-
Kano B 4,7 pasa yawe — B 23,3% npotve 5% B rpynne BAJL
Buta®epp (p=0,007).

Pe3ynbTathl aHanM3a yactotsl peructpauum HA co cropo-
Hbl }{KT npeacrasneHbl B Tabn. 5.

Hu ogHo HA He 6bino MHTEPNpPETUPOBAHO KaK MeauLIMH-
CKoe cobbITWe, MpenATCTBYIOLLEe NPOLOIIKEHUIO y4acTus na-
LMEHTKM B UCCNELOBAHMUM.

CnyyaeB 0TMeHbI UCCIIEAYEMOro NPOLyKTa B CBA3M C pas-
ButueM HP 3apeructpupoBaHo He 6bino. B Hactoswwem wc-
CNefoBaHWM He Obio 3aUKCUPOBAHO HU OJHOTO CEPLE3HOND
HA, Tpebytowlero rocnMTanu3aumm naumeHTa.

OBCYXXAEHUE

B paHHOM KNMHWYeCKOM uUccrefoBaHum Bbio NoKasaHo,
yto npuém 1 pas B cytkn 30 Mr BucrmumHaTa xenesa, ycu-
nenHoro 400 MKr L-Metundonara u ButammHamm C, B, n By,
B TeyeHue 60 JHel NpUBOAMT K COMOCTaBUMOMY M0 YacToTe
[OCTUKEHMIO LieNeBOro YpoBHS reMoriobuHa, conocTaBuMoid
LVHaMUKe YPOBHSA reMorniobuHa, GpeppuTuHa, CbIBOPOTOYHO-
ro Xenesa u oLeHKe KayecTBa #u3Hu no BALI onpocHuka
EQ-5D ¢ npuémom 200 Mr aneMeHTapHoro enesa B ¢op-
me cynbdarta u 60 Mr ButammuHa C B CYTKM B TOT Xe nepuog,
BpeMeHW. TakKe YCTaHOBIEHO, YTO MPM 3TOM MpUEM bucru-
LMHaTa Kene3a bblN CBA3AH C MeHbLLE YacToTONW BO3HMK-
HoBeHusa HA. C y4éToM bGonee YeM LIECTUKPATHOW pPa3HULbI
B KYMYNATMBHOM [03€ JKenesa MexAay rpynmnoi, nosydyas-
wen BALL Buta®epp (KyMynsTuHas posa xenesa 1800 mr),

71,2025
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1 KOHTPOMbHOW rpynnoii (KyMynsTuBHas gosa 12 000 mr) uc-
CrefioBaHWe MOLTBEPAMIIO JTyuLLee YCBOEHME enesa B Co-
CTaBe bucrMumMHaTa.

YnyJweHne BcacblBaHUS Kene3a U MepeHocuMocTu
npenapaTta TaKXe cornacyetca ¢ NpeabiAyLMMK Uccneno-
BaHuAMM [14]. Pap uccnegoBaHWiA NpoLeMOHCTPUPOBaNM
3 deKTUBHOE BcachiBaHWe OUCTMUMHATA Xenesa y naumu-
eHTOB C Lenuakuen [15, 16] n aHanornuHble reMatonormye-
CKue pe3ynbTaTbl Npyu ropasgo bonee HU3KMX Ao3ax AobaBoK
y 6epeMeHHbIX eHwWwuH [17-19]. B nunotHoM uccnenoBaHum,
npoBeaéHHoM S.C. Szarfarc u coaBT., 6bino ycTaHoBNEHO,
yT0 15 Mr/AeHb BUCMLMHATA JKenesa CoMnocTaBUMbI C Cynboha-
TOM )KeJie3a Mo BUSHWIO Ha NOKa3aTenu KpoBY Matepw, Npu 3ToM
AeduumT Kenesa Habnopancs 3HaunTensHo pexxe [17].

B paHZOMW3MPOBAHHOM KJIMHUYECKOM WCCIeA0BaHUM,
npoeeaéHHoM N. Milman u coaBT., Obino ycTaHOBNEHO,
yTo BUCTIMUMHAT Xenesa B 403e 25 Mr NpoAeMOHCTPUPOBa
conocTaBUMyto 3PHEKTUBHOCTL C CyNb(aToM Xenesa B 403e
50 Mr B npodmnaKTuKe Xene3one@UUUTHBLIX COCTOSHMIA Y be-
peMeHHbIX. [Tpy 3TOM YacToTa Xenyao4HO-KULLIEYHbIX anob
B rpynne ducrnuumHata bbina HUKe, YeM B rpynne cynbdata
(p=0,001) [18].

MocnepytoLee MHOrOLEHTPOBOE UCCNIEA0BAHME BbISBUIIO
npeumMyulecTBa bucrnmumHata xenesa B Koppekumn XA
y bepeMeHHbIX Ha 14—18-11 Hegene rectaumu. [ocne 8 Hepenb
Tepanuu LEeneBoro ypoBHA reMornobuHa (>11 r/an) poctur-
nm 89,2% naumeHToK B rpynne bucrnmumHata npotve 71,3%
B rpynne cynbara xenesa (p <0,0001). HA peructpuposa-
JIUCb 3HAYUTENBHO Yallle NPW NPUMEHeHUM cynbdarta xenesa
(p=0,001) [20].

BaxHo 0TMeTUTb, YTO B TPEX OMUCAHHBIX BbILLE UCCNENO-
BaHMAX BUCTIMUMHAT Kenie3a Bbi3blBasl MEHbLUE MOHOYHbIX
adderToB co ctopoHbl KT 1 obecneunBan BbICOKYH Mpu-
BEPXKEHHOCTb JIeyeHmto Bo BpeMs bepemenHoct [17, 18, 20].

B cocta BA[l ButaQepp Takixe BX0AAT BUTaMUHBI,
KOTOPbIE MrPalT BaXKHyK poNib B NOLAEPIKAHUU YCBOEHUS
U MeTabonusma »enesa, remorfiobuHa M 3pUTPOLIMTOB.
L-mMeTundonat sBnsetcs nerkoycsoseMon dopmoii bropo-
CTYNHbIX donatoB (BUTaMMHa Bs) M bbin 3 heKTUBHO UC-
nosb30BaH 419 leYeHWs MeranobnacTHoi U NepHULMO3HON
(medpuumtHOM No BUTaMUHY Byy) aHemuu [21, 22]. HepaBHee
KNIMHWYeCKoe WccilefoBaHUe MOKasano, Yto KoMbuHauus
(onatoB U coeMHeHWN xene3a bonee aGdeKTUBHa Npu ne-
yeHun XA Bo Bpemsa bepeMeHHOCTH, YeM TOSIBKO Coepu-
HeHus xenesa [19]. 3HauuTenbHOE yBENMYEHME ChIBOPO-
TOYHOTO Kene3a Habnoganock B 06eux rpynnax (p <0,001)
BO BpeMs OLeHKU BMOJOCTYMHOCTW, OAHAKO B OCHOBHOIA
rpynne oHo 6blN0 CpPaBHUTENBHO BhILLE, YEM B KOHTPO/b-
HOW, B Ka ol BpeMeHHou Touke (p <0,001). AHanoruyHbIM
06pa3oM Kak B OCHOBHOM, TaK W B KOHTPOJIbHOI rpynne Ha-
Gnopanoch CTaTUCTUYECKM 3HAYMMOE YBENMYEHUE YPOBHS
remorno6uHa (p <0,001), aputpouutos (p <0,001), peTuryno-
uutoB (p <0,001), depputuna (p <0,001) n opyrux nokasare-
nen Yepes 3 u 6 Mecaues nocne npuéma pobasku. 0gHaKo
BO BCEX C/lyyasx NpUpOCT NoKasaTtenien B OCHOBHOW rpynne
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BblN1 YNCNEHHO BbILLE, YEM B KOHTPOJIbHOW FPYNMe, B Kax-
L0V BpeMeHHo# Touke. lpuMeHeHne KoMbuHaumm dbonatoB
W COeMHEHMIA XKene3a Takxe OblNo CBA3aHO CO 3HAYMTENb-
HO MEHBLUMM KOJMYECTBOM Co0bLLeHuiA 0 TowHoTe, bonsx
B )KMBOTE, B3AYTWW XMBOTA, 3anopax M MeTaINyecKoM
npuekyce Bo pty (p <0,001).

Ponb ackopbuHOBOW KMCNOTHI B roMeocTase enesa
CBSi3aHa C €€ cnocobHOCTbI0 YCUNMBATb BCaCkIBaHWE Xe-
nesa B KuweuHuke. OHa addeKTMBHO BoCCTaHaBIMBaeT
banaHc xenesa u ynydywaet obMeH BelyecTB bnaropaps
CBOMM aHTMOKCWIAHTHBIM W NPOTMBOBOCMANUTENBHBIM
cBolicTBaM. bbino gokasaHo, yto ackopbuHoBas Kucnota
cama no cebe B TeueHMe ABYX MeCALLEB KOPPEKTUPYET fe-
GuuunT XKenesa y nuu, npuHUMalLwmnx aobasku [23]. B yno-
MSIHYTOM UCCNefoBaHUU co06LLanoch 0 3HaYMTENbHOM Mo-
BbILLIEHMM YPOBHSA Jenesa (Ha 17%; p=0,001), reMornobuHa
(Ha 8%; p=0,001) n depputnHa (Ha 12%; p=0,001) B KpoBU
nocnie feyeHus. B apyroM cpaBHUTENbHOM UcCiefoBaHUM
C yyacTMeM 3[0pOBbIX XEHLMH-A0HOPOB OblN0 NOKasaHo,
YTO NPUMEHEHME Xene3a B CoYeTaHuM ¢ BUTaMuHoM C npu-
BOAMIO K bonee GbICTPOMY BOCCTaHOBNEHUIO YPOBHS reMo-
rnobuHa No CpaBHEHWIO C KOHTPOJbHBIMM FpyNNamm: A0 uc-
XOAHOTO (NpefLecTBYIOLLEro A0HALWM) YPOBHA NOKa3aTenu
BOCCTaHOBWAMCL 3a 1 MecsL, (B KOHTPONbHLIX rpynnax —
33 2-3 MecAUa; MeXIpynmnoBbIe Pas3fnyns CTaTUCTUYECKH
3HauuMbl, p=0,001). 310 Habnoaanocb nocne pasBuTMSA
BpeMeHHoro Aeduunta 3pUTPOLIMTOB, BbI3BaHHOMO CAaYeil
KpoBw [24].

ButamuHbl rpynnel B, B ToM uucne B, u By, urpator
BaXkHyl0 MeTabonnyecKylo ponb B roMeocTase Kenesa.
B HepaBHEM CpaBHUTENBHOM WCCNELOBaHUM C Y4acTUEM
BepeMeHHbBIX XEHLLMH C NErKon popMoN aHeEMUN OLLEHUBA-
nnck fo6aBKK, COfepIKaLLMe Keneso 1 QoNMeBY0 KUCNOTY,
¢ pobaeneHueM unum 6e3 1obaBneHNs MyNbTUMUKPOHYTPH-
€HTOB, B TOM uucnie BUTaMuHOB rpynnbl B. [lobaBnenue
MYJIbTUMUKPOHYTPUEHTOB MPUBENIO K HE3HAUUTENBbHOMY
YAYYLLEHWI0 UCXOAHOIO YPOBHSA (eppuUTUHA U XKene3a B Cbl-
BOPOTKE KPOBM N0 CpaBHEHUIO C AobaBneHneM ToMNbKO e-
nesa u GonmeBoN KUCNOTI, @ TAKIKE K JaNbHEALIEMY Yyy-
LUEHW0 MO CPaBHEHWIO ¢ fobaBneHneM ToNibKo (ONMEBOI
KucnoTbl [25]. AHanoruyHble pe3ynbTaTbl ObLM NONYyYeHbI
B ropasgo 6onee MacwTabHOM MCCNEAOBaHMM C yYacTUEM
bonee 6000 bepeMeHHbIX xeHwmH. U3 Bcex rpynn — (1)
Tonbko 400 MKr ponueson Kucnotl, (2) 400 MK donmnesoit
Kucnotbl/40 Mr xenesa um (3) obe rpynnbl ¢ MynbTUMU-
KPOHYTpUeHTaMu — cxeMbl (2) v (3) npuBenn K 3Hauu-
TEIbHOMY CHUMXEHMIO YaCcTOTbl aHEMUW Y MaTepei Ha No3A-
HWUX cpoKax bepeMeHHOCTM Mo cpaBHeHuto c rpynmoi (1),
npy 3T0M He bbINO BbIABNEHO pa3nnynii B 3aboneBaeMocTy
WK CMEPTHOCTU MNI0AA NPU BCEX BapuaHTax NeyeHus [26].
Kak obcyxpanock paHee, MeTaaHanus [27] uccnefnoBaHuim,
B KOTOPbIX MCMONb30BaNNCh KOMOUHALMM HECKONBKUX MU-
KpO3NeMeHTOB C }ene3oM/GonaToM, nokasan, Yto oHu ad-
(eKTUBHO NpefoTBpALLAlOT aHEMUIO BO BpeMs bepemeH-
HOCTH.
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BO3 pexoMeHayeT HebepeMeHHbIM KeHLIMHaM penpo-
LYKTUBHOIO BO3pacTa B MONYNALMAX C pacnpoCTPaHEHHOCTLI
A 40% v bonee exenHeBHbIV NPOPUNAKTUYECKUI NPUEM
30-60 Mr aneMeHTapHOTO Xese3a Ha NPOTSKEHUM 3 MecALEB
B KaneHAapHoM rogy, a B MonyNisLMsX C pacnpocTpaHEHHO-
cTblo aHemun 20-39% pexoMeHayeTcs NpodUNAKTUHECKUI
npuéM 60 mr kenesa u 2800 MKr donneBoil KNCNOTbI B He-
LEN0 Ha NpoTshkeHuu 3 MecsiLeB, aanee 3 Mecsla nepepbIs,
3aTeM NPodUNaKTUKY MOXKHO NOBTOpUTH [12].

K ocHOBHbIM NpeuMyLLeCTBaM HaCTOALLLEro UCCef0BaHUA
OTHOCUTCS €r0 KOHTPONMPYEMbIN M3aiH. BaxHo oTMeTuT,
uyTo MCCNefOBaHNe NOKa3sbIBaeT: BUCTIIMLMHAT Kene3a ABNs-
etcs bonee besonacHon U yaobHoi dhopMoii xenesa bnaro-
[aps YNyylleHHOMY BCacblBaHMIO, JIyuLLeln NepeHoCcUMOoCTH
1 bonee HU3KOI [O3UPOBKE.

Ul'paHVI'-IEHMFI unccneposaHua

OrpaHUYeHNsMM WCCNefoBaHUS ABNSIOTCA OTCYTCTBUE
npeaBapUTeNIbHOrO pacyéta pasMepa BbIOOPKM, OTKPbITbIA
AV3alH WUCCNeaoBaHms, oTCyTCTBUE Nnalebo-KoHTpons, oT-
CYTCTBME KOHTPONS AMETHI NALMEHTOB (He BENUCh JHEBHUKM
MUTaHUA AN OLEHKU PauMoHa C LieNblo KOHTPONS YPOBHS
NOCTYNAIoOLLMX C 0ObIYHOW MULLEI MUKPO3NIEMEHTOB U BUTa-
MWHOB B rpynnax, nofy4aBLUMX nepopanbHoe xeneso). Tak-
e He oLeHuBancs ypoBeHb BuTaMuHa C, honmeBon Kucno-
Tbl ¥ BUTAaMUHOB Tpynnbl B, No3toMy He BbIN0 BO3MOXHOCTH
Y4ecTb BNIUSIHWE BUTaMUHOB Ha W3MeHeHMe MoKasaTenels
Xenesa.

3AKJIIOYEHUE

TakuM 06pa3oM, NPOBEAEHHOE OTKPLITOE MPOCMEKTUBHOE
MOCTperucTpaLnoHHoe WUCCefoBaHUe NOAMAEpXHKM cTaTyca
0bMeHa enesa ¢ MOMOLLBbH KOPPEKUMM OUETHI C NpUMe-
HeHneM BAJl Buta®epp y JKEHLWMH penpoayKTMBHOMO BO3-
pacta c nérkon XA B cpaBHEHWM C aKTUBHbLIM KOHTPOJIEM
B MapasiefibHbIX rpynnax npoLeMOHCTPMPOBaNo COMoCTa-
BUMYHD 3Q(EKTUBHOCTL HOBOW KOMMO3MLMKW, COLEPIKALLEen
30 ™r xenesa B xenatHoit popme (bucrnmumnar), 400 MKr
L-metundonara, Butamubbl C, B; u By, 1 yKe usBecTHoro
npenaparta, cogepxaliero 200 Mr xenesa (cyTouHas [o03a)
B BuAe cynbdarta B coyeTaHuu ¢ BuTamuHoM C, no yacrote
JOCTWIKEHMSA MaLMeHTKaMu LLeNeBoro YpoBHA reMoriobuHa,
[VHaMMKe NpUpOocTa YPoBHA reMoriobuHa u GpeppuTuHa, Chi-
BOPOTOYHOTO ene3a u oueHke no BALL onpocHuka KayecTBa
#usun EQ-5D. MokasaHo, uto bucrnmumHar xenesa MoxeT
CTaTUCTUYECKU 3HAUWUMO MOBLILIATH YPOBEHb CbIBOPOTOYHO-
ro ¢pepputuHa yxe ¢ 15-ro gHs npuMeHenms. Mpu 3ToM Kc-
cnepyeMast KOMNO3uULMA ¢ BUCTAMLMHATOM JKene3a NoKasana
Ny4LUYi0 NEPEHOCMMOCTb, YTO Bbipasuiochk B bonee HU3KOM
yactoTte BO3HWKHOBeHUA HAL.

C yyéToM ynobHom cxeMbl NpUMeHeHUs (OAMH pa3 B CYTKM
B no3e 30 Mr) 1 pe3ynbTaToB [aHHOrO uccienoBanus bAJL
Buta®epp MoXHO paccMaTpuBaThb KaK OMTUManbHOe Cpef-
CTBO Ans NpodunakTuky aeduumTa Kenesa u aHeMuw.
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Npunoxxenne 1. PacnpepeneHne vHAVBMAYaNbHBIX Npodunen %
37,0poBbs B AvHamMmke no rpynnam. doi: 10.17816/CS677071-4323649 B
Bknap, aBTopos: bakupos b.A., [loHckos C.B. — paspaboTka KoHuenumm
W Au3aiiHa mccnenosakus; bakvpos B.A., Haraes WP — otbop yuact-
HWKOB AN UCCnefoBaHus U cbop faHHblx; bakvpos B.A., [oHckos C.B,
HaraeB W.P. — yuacTvie B aHanuse v WHTepNpeTaLmy JaHHbIX, NOAroToBKa
pykonucu. Bce aBTopbl 0fobpunm pykonuch (Bepcuio Ans nybnvkauuu),
a TaKKe COIMacUNMCb HECTW OTBETCTBEHHOCTb 3a BCe acreKTbl paboTsl, ra-
paHTVpys Hafnexalllee pacCMOTPEHME U PeLLeHWe BOMPOCOB, CBA3aHHbIX
C TOYHOCTBIO M A0BPOCOBECTHOCTBIO Mt0BOW €€ yacTh.

3Ttnyeckan akcnepTu3a. [poToKon vccnefoBaHua bbin onobpeH Jlokans-
HbIM 3T4eckM komutetoM OFBOY BO  «BallkupcKuii rocynapcTBeHHbIi
MEeAVLMHCKUIA yHMBEpCuTeT» MuH3apasa Poccum (BbinMcKa 13 MpoToKona
N 8 or 12.072023 r.).

UcTouHnk mHaHcupoBaHus. ViccnenoBaHue BbINOMHEHO NPU NOLLEPHKE
000 «HIMO Metposakc Mapm», Poccus. CnoHcop He BAWS Ha OpraHu3a-
LWio, NNaHWpOBaHMWe W NpoBefeH1e UCCenoBaHus, COop, XpaHeHwe, aHanm3
W VHTEPMPETaLVIO AaHHbIX, NOATOTOBKY PYKONUCH W MPUHATVE PeLLeHus 0 eé
nybnnKaLmwy, a TakKe Ha OCyLLECTBNIEHWE HaA30pa 3a UCCIEA0BaHVEM.
Packpbite uHtepecos. C.B. [JoHCKOB SIBSIETCA COTPYAHMKOM MEAMLMH-
ckoro orgena 000 «HIMO MeTposakc Mapm». OcTanbHble aBTOpLI COOBLLMIM
06 OTCYTCTBWM OTHOLLEHWI, AEATENBHOCTU W MHTEPECOB 3a NOC/eSHUE TPy
rofa, CBA3aHHbIX C TPETbUMM NINLAMU, UHTEPECH KOTOPbIX MOryT bbiTh 3a-
TPOHYTHI COlEPXaHNEM CTaTbU.
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