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[IpaBo aBTOpcTBa: IOpuc [lokpoTHHKC ¢ coaBT. CTaThsi HAXOAUTCS B OTKPBITOM
JIOCTYIIE W pACIIPOCTPAHSETCA B COOTBETCTBHUM C JIMUECH3UEH, pa3pelIatoIei ee
HEOIPAHUYEHHOE UCIOJIb30BAHUE, PACTIPOCTPAHEHHUE U KOTMPOBAHUE HA JIFOOOM
HOCHTEJIE IIPU YCJIOBUHU €€ MPUMEHEHHUS IO HA3HAYEHUIO

KpaTtkoe n3noxenue cogep:kanusi.

Hecmotpst Ha oOmIyr0 NpUYMHY AMCIENICUYECKUX JKalo0 JieueHue 3Toro 3a0oJjieBaHUs O CHUX IOp
aBisieTcs npobiemMoi. B o6macTu BIMSHUSA AMETUYECKOTO MUTAHUS HAa COCTOSIHME 3[0POBBSI OOJIBHBIX C
JUCTICTICUYECKUMHU Kalo0aMu BEIETCS Majlo MCCIIEI0OBATEIbCKONM paboThl, TaK e KaK U B 00J1acTH 00IIei
KyJIbTypbl nuTaHus. Llens ucciaenoBaHus: ONpeneNuTh KIMHHUYECKYIO S(PQPEKTUBHOCTh JHUETHYECKOIO
npoaykTa «ButamapuH», U3rOTOBICHHOTO HAa OCHOBE KOPHUUYHEBOW MOPCKON BOJOPOCIH JJS JICUYCHMS
JMCTIETICUM, a TaKke O0e30macHOCTh MpOJayKTa. Marepuana W METOJbl: OTKPBITOE, HEKOHTPOIUPYEMOe
INWIOTHOE HCCIIEI0OBAaHUE C OMPOCAMU IMALMEHTOB JI0 W IOC]e MPOBENCHMS Kypca IpHueMa Ipenapara u
NPEJOCTaBICHUEM MMHU WHAWBHIYAIBHBIX OTYETOB 00 MX caModyBCTBHH. JlaHHBIE 00pabaThIBAIHCH MPH
MOMOIIY MYJIbTUBApUAHTHOTO aHaiu3a. Pe3ynpraThl: B nccnenoBanum yuactBoBasio 46 manueHToB, y 45
HaOJIOIaMCh Pe3yabTAThI, JOIMYCTUMBI Ui 00pabOTKH JaHHBIX MPH oMo onpocHukoB. [locie §-10
nHell mnpuMeHeHuss ButamapuHa 33 mnauumeHrta (76%) oTMedalud HCYE3HOBEHHE CHMIITOMOB WU
3HAUUTENIbHOE YIYUIIeHHE; HUKAKOro YIYyYIEeHUsl WM yXyauleHue Obulo 3agukcupoBaHo B 10 ciydasx
(23.2%). Habmromanock 3HaYMTEIbHOE YMEHBIIEHHE WJIM IOJHOE HCUE3HOBEHHE kKajlo0 MalMeHTOB Ha
cJ1ab0CTh, YCTAJIOCTh U OBICTPYIO0 yToMIsieMocTh (P = 0.04); B UMCIIO 3TUX Kan00 BXOAMUIM TAKXKE MECSILIbI
6oseii B anuractpuu (P = 0.02) u 3amopos (p = 0.01).

BriBogst: 1) Mcnonb3oBanue queTndeckoro npoaykra «Buramapun» B 1o3upoBke 50-60 rp. e:xeHEBHO B
JBYX CIIy4asiX U3 TPeX yiaydllIaeT o0liee caMOuyBCTBUE NAIIMEHTOB: POXOIAT WJIM 3HAYUTEIHHO
YMEHbILAIOTCSA JUIAIIUECS MeCSIIaMU JUCTericuueckre abloMuHallbHbIe 00Ju U 3anopsl. 2) Knunudeckas
3(PeKTUBHOCTD MpernapaTa HAUMHAET MPOSBIATHCA YKe B TiepBbie 8-10 gHEH mociie Hayaia ero KypcoBOTo
npuema. 3) [[puMeHeHre BUTaMaprHa 0€30MacHoO JUTs NAMEHTOB, UMEIOIINX B aHAMHE3€ aJIIePTUUSCKHe
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1. BerynurenbHas 4acTh.

*(OTBETCTBEHHBIN aBTOP.

@OYHKIMOHAIbHBIE PACCTPONCTBA CUCTEMBI ITUILEBAPEHMSI BCTPEUAIOTCS OUEHb YacTO, OHU Pa3AEisAloTCs Ha
paccTpoiicTBa BEpXHETO (IIPEUMYIIECTBEHHO IUILEBOAA, KEyAKa U JBEHAALATUIIEPCTHON KUIIKU) U
HIDKHETO (KUIIEYHHUK) OTPE3KOB MUILEBAPUTENBHOIO TpakTa. Jlnarno3 GpyHKIMOHAIbHAs JUCIIENICHUS U
CHHJIPOM pa3Jpa)KCHHOI0 KMIIEYHUKA BO MHOI'OM YXYAILIAeT Ka4yecTBO KU3HU MMAaLMEHTOB. B cBs3u ¢ TeMm,
YTO 3TUOJIOTHS U ATOre€He3 3a00JIeBaHUs 10 CUX ITOpP HEU3BECTHBI, JICYEHUE TPOBOAUTCS
cUMITOMaTH4Yecku. HecMOTps Ha mpenonoKUTENbHO «(PYHKINOHATIBHYIO» IPUPOY JaHHBIX
PaccTpoMCTB, €XEroAHasi CTOMMOCTBD JIEUEHHS TAKUX MAIIUEHTOB BHUIMBAETCS B BECbMa BHYILIUTEIbHYIO
cymmy: 5049 nomn.CIIA 3a neuenue cuHIpoOMa pa3IpaXxeHHOTO KullleuyHuka, 6140 3a jeueHue quapeu,
7522 -3amopau 7646 3a nedeHue abroMHHANBHBIX Ooseli [1]. B ciryuae GpyHKIIMOHANBHON TUCTICTICHH
PEKOMEHIyeTCs TIPOBEACHUE IPAAUKAIMOHHOTO Kypca, HallpaBJIeHHOro Ha JInkBuaauuo H. pylori,
KpPaTKOBPEMEHHOE PUMEHEHHNE KUCIOTOIOHMKAIOLUX CPEJICTB, aHTUCIIa3MOJIUTUKOB U IPOKUHETHUKOB.
[Tony4yaemslii 3¢ deKT OT JedeHus caalblii U HENPOAOKUTENbHBINA. AHAIN3bI JKAJI0 TALUEHTOB TOBOPST B
H0JIb3Y TOTO, UTO CI1a0bIN TepaneBTUYeCKUM AP HEeKT HaOI0JaeTCs N3-3a IPEUMYIIIECTBEHHOTO
IPUMEHEHHs XUMUYECKUX (papMalleBTUYEeCKUX MpenaparoB [2].  DTo TakKe OTHOCUTCS K CHHIPOMY
pa3/ipa’keHHOI0 KUIIeYHHUKa, (YHKIMOHAIBHOM nuapee, 3arnopam. Onuei J0noJIHUTEIbHOTO BBIOOpa
MOJKET SIBJISATHCS IUETUUYECKOe MUuTaHue. JlueTnueckue nNpoayKThl MOXKHO OIPEAESIUTD KaK MPOIYKTHI,
KOTOpBIE 0JIaroapsi CBOEMY 0COOOMY COCTaBY HJIM 0COO0M TEXHOJIOTHUU MTPOU3BOCTBA TPUHIIUITHATHHO
OTJIMYAIOTCS OT OCTAJIbHBIX BUJIOB MUILK U MPEAHA3HAYAIOTCS U1 0COOOT0 UCIIOJIb30BAHUS JTUIIAMHU C
HapyIICHHBIMH MPOIIECCaMU MUIEBAPEHUs WK MeTaboIM3Ma, WK K€ JUIAMHU, B CBSA3H C KAKUMU JINOO
(U3UOTOTHUECKUMH TPUYMHAMHI HYKJIAIOIIUMUCS B YIOTpeOIeHUH cOalaHCUPOBAHHBIX HYTPUEHTOB [3].
B JlatBuu Tak xe kak B crpanax Espornelickoro Coro3a u, NpeanoaoKUTENIBHO, BO BCEX IPYTHX CTPaHax €
pa3BUTON HOPMATHUBHO-TIPABOBOM 0a30H, KIMHHUUYECKUE UCIBITAHUSI TPOBOJISATCS OUEHb PEAKO, HECMOTPS
Ha IIMPOKHUE MMOCTAaBKU AUETUYECKUX MPOAYKTOB. Cpenu O0JIBIIOro creKkTpa myOnuKanuii pa3bIicKaTh
MoI00HBIE UCCIIEIOBAHUS OTHIOIb HE TTPOCTO [4]. BOJNBIIMHCTBO TUETUYECKUX PEKOMEHAAINI 0a3UPYIOTCS
Ha HEMpSAMBIX JOKa3aTeIbCTBaX BO3MOXHBIX OJaronpuaTHbHIX 3P(PEKTOB Ha OPraHU3M YeJIOBEKa U €ro
(GYHKIIMM OT UCMOIb30BaHUS TUETHUYECKUX NIPOAYKTOB. HecCOMHEHHO, CylecTByeT NOTPEOHOCTh B
PEKOMEHIALUAX 110 UCTIOIb30BAHUIO JUETUYECKOTO MUTAaHUs, 0a3UPYIOIINUXCS Ha TJAHHBIX UCCIEA0BAHUM,
HO3TOMY OBLIO MPOCTO HEOOXOAMMO UCCIIEI0BATh MPUMEHEHNE TUETUYECKOTO TUTAHUS B
racTPO’HTEPOIOIMYECKON KIMHUKE. [[1s1 01HOr0 M3 MOJOOHBIX UCCIIEAOBAHUM HAM U ObUT IPEIOKEH
JUETUYECKUN MTUIIEBON IPOAYKT «ButaMapun».

2. JIutepatypHas crpaBka

2.1. lucnencusi M IUCHEeNTHKONOT00HbIE KAJT00bI

TepMuH «TuCHENCHS» UCTIONB3YETCS ISl OMUCAHUS KOMILIEKCa JOCTAaTOYHO Pa3HOOOPa3HbIX KEITyA0UHO-
KUIIEYHBIX kanob [5,6]. [IpuunHbl UX MOTYT OBITH KaK OPraHU4eCKUMHU (M3BECTHBIMH,
MOJITBEPKIAEMBIMHU ), TaK ¥ (PYHKIIMOHAIBHBIMH (HEU3BECTHBIMH UJIU TPYJIHO JT0KazyeMbiMu). Haubonee



TUNUYHBINA PU3HAK (XapaKTepUCTHKA) TU(PepeHIINaTbHON TMarHOCTUKU 3TO MPOJOKUTEIEHOCT
00JIe3HH C COOTBETCTBYIOUIMMH KaJ00aMH B TeUCHHE HECKOJIBKUX JIET O€3 MPUUMHEHUS CEPhE3HOTO
yiiep6a 3510poBkio [7]. bonee nmpucraibHOe BHUMaHUE YACNIAIOCh «(PYHKIIMOHATLHONW TUCTIETICUI , IO
KOTOPOM Mo/ipa3yMeBaIUCh JUCIETIICHYECKUE Kallo0bl, KacaroIllruecss BEpXHUX OTACIOB
racCTPOMHTECTUHAIBHOIO TPAKTA y MallMEHTOB, Y KOTOPHIX HE HAOII0JaI0Ch B3aUMOCBSI3U C
JTUArHOCTUPOBAHHBIMU OPTaHMYECKUMU U3MEHEHUSIMHU (0COOEHHO MO JaHHBIM
330(aroracTpoayoICHOCKOIIHH).

B 3amagnbpix crpanax 25% OO0NbHBIX ¢ (YHKIHMOHAJIHHOH TUCIENICHEH HMEIOT JKEIyJOYHO-KUIICYHbIC
xano0sl [8]. TpynHOCTH B M3y4EHUHU MPOOIEMBI COCTABIIIET TO, YTO 3a4aCTYIO KajJo0bl, HAOIIOAat0IIHeCs
npyu (QyHKIMOHAJIBHOM JUCHENCUU M CHHAPOME Pa3Ipa)KCHHOTO KHILIEYHUKA, HACJIAUBAKOTCS Ipyr Ha
Jpyra y OJHMX U TeX ke mauueHToB. Hampumep, y 1nosioBUHBI OONBbHBIX (DYHKIIMOHAJIBHOW TUCHENCUEH
HaOJIOAAI0TCS TaK)Ke CUMITOMBI CHHIpOMa pasapaxkeHHoro kuumieyHuka [9]. HecmoTps Ha Oosblioe
KOJINYECTBO MCCIEJOBAHUN M MYOJUKAIMi, Ha CEroJHSIIHUN JE€Hb HE CYLIECTBYET IpPHEMIIEMOl
KiIaccupukanuy gaHHbIX marosoruit [10] wnm ke mMerompecs KiacCH(PHUKAUK MPOTHBOPEYAT IPYT
Apyry.

JleyeHne QUCTIENTHYECKUX KAJIOO 70 CHX IMOp OCTaeTcs MpoOJIeMoi, OHO, KaK MPaBHIIO, HECOBEPIICHHO,
KpPaTKOBPEMEHHBIN 3 dekT mocturaercs ymmb B 60% ciydaes [11]. Camble mydmime KpaTKOBpEeMEHHBIC
pe3ysbTaThl IOCJIE NEPBOI0 BHU3UTA K YYAaCTKOBOMY TEpAIlEBTY BbIpaKaduChb B 82%-HOM yIydllEHUH
CaMO4YyBCTBHsI, IIPOU3OLLIEALIEE, 10 MHEHUIO aBTOPOB, B PE3yJbTaTe XOPOIIEro KOHTAKTa ¢ MallMEHTOM U
UCIIOJIb30BaHUSI MHTMOUTOPOB NMPOTOHOBOro Hacoca [12]. Takas cuTyanuss MMeeT MECTO BO MHOIOM
Onmarosapsi HOJHOCTbIO HESICHBIM ATHOJIOTMYECKUM (akTOpaM M MaroreHesy, IJe MPHUCYTCTBYET
KOMILJIEKCHOE B3aUMOJICHICTBHE MEXy Pa3HBIMH IICUXOCOLUAIBHBIMU (haKTOpaMH, COMaTU3aluel (apyrue
paccTpoiicTBa) M CEHCOPHO-ABUTATEIbHOW (QyHKIMEH >kemyaka (TOCIeHee 3a4acTyi0 BBICTYIAeT B
KauecTBE caMoro MajiozHavariero ¢akrtopa) [13].

CymiecTByromyie MHOTOYUCIIEHHbIE HCCIEA0BAHNS MOTOPHOM (PYHKIIMM JKEIyAKa HE UMEIOT LIMPOKOTO
IPUMEHEHUS B MOBCEIHEBHOM KIMHUYECKON MpaKTHKE W TakoM (pakTop Kak MHIeBas MHTOJIEPAHTHOCTb
NalUeHTa 3a4acTyl0 IOJHOCTBhIO urHopupyercs [14]. CymecTByer Bcero HECKOJIBKO —CIIEIBIX
PaHIOMHU3UPOBAHHBIX MCCIEOBAHUN O JIeYeHUH (DYHKIIMOHAJIBHOW TUCHENCUU NPU MOMOIIU MPOIAYKTOB
pactutenbHoro npoucxoxzaeHus [15]. ITomumo ¢GyHKIMOHAIBHOM NUCHENCHH, OOBIYHO CBSI3bIBAEMOM C
BEPXHUMH a0JJOMUHAIBHBIMU OTJIEIaMU (2 UMEHHO SIUTacTpUEM), CYILECTBYET €lle M TaK Ha3bIBaeMas
«HWKHAA» nucnencuss. K Hell OTHOCUTCS KHIlIeYHash HENPOXOAMMOCTb, mNopaxkaromas mnoutu 27%
HacCeJICHUS U JI0 CUX TOp TUIOXO MoJAaromiascs jeaenuro [16].

[IpuHrMast BO BHUMaHUE PACIUIBIBUATOE OIpeAeseHNe, KIacCu(PUKAIMIO U TUArHOCTUYEKHE KPUTEPUU
JUCIENCUM TaK kK€, KaK M1 MHOTOYHCJICHHbIE OLEHKU M IepepacdeThl pe3yJbTaTOB OOJBIIOr0 HAYyYHOI'O
UCCIIEIOBaHMs, YKa3bIBAIOIIME Ha CEpbE3HbIE METOJO0JOrMYeckre Mmpobiemsl B 3TOM obmactu [17], mbl
otoOpanu Haubosiee OOIIME TaCTPOMHTECTHHAIbHbIE CHMIITOMBI C LENbI0 H3yueHHUs 3(P(PEKTUBHOCTH
BuTamapuHa. CrnabocTh, yCTaJlOCTh M OBICTpas yTOMIIIEMOCTh — 3TO oOmrue >xano0sl [18], oObraHO
SBIISIOLIMECS CJIEACTBUEM KakoH-TMOO coMaTH4YecKoW NaToloruud. B cioyyasx HpomobKUTEenbHOU
XpOHHYECKOH cmabocTu (CHHAPOM XPOHUYECKOH yCTanocTH) JUIsl OONBHBIX C JENpeccuell 3TO MOXKET
SBJISITHCSL TPUYMHOU cymiuaa [19].

bonb B snuractpun (20) — camblif 4acThIii CUMITOM, XapaKTEPU3YIOIIMN IUCIENCHIO — BKJIIOYEHA B
HoBylo Pumckyto Il knaccuduxamuio QynkunonaneHod mucnencun (21, 22) Tak ke, Kak U

3



MPEKICBPEMEHHAS IIYMUXa BOKPYT CHMIITOMA TSDKECTH B SMUTACTPHUH, KOTOPBIA TaKkKe OTHOCHUTCS K
JTUATHOCTHYECKUM KPUTEPHsIM (YHKITMOHATBHOU qucnerncui. CUMIIOTMBI JKKEHUS 33 TPYAMHOMN SBISIOTCS
CUMITOMaMH KJIACCHYECKOU ractpoaszodaruueckoii pedarokcHoil 60e3Hu, kotopoit ctpagatot 60% - 90%
nanueHTos (23).

CuMOTOM 4yBCTBA %OKEHUS B OSIUTACTPUM CXO0X C CHMITOMOM JOKEHUS 3a TPYIAMHOHM M 4acTo
acCOLMUpPYETCs € KapAUTOM (BOCHAJEHUE TIacTpajibHOM Kapauu) wid ractputoM. OTMeueHbl [Be
BO3MOXKHBIC TMPHYMHBI KapauTa: BOCHAJCHHE, cripoBomupoBanHoe H. pylori u racrpossodareanbHas
pednrokcHas 601e3Hb (24). MeTeopusM paclieHUBAETCsl KaK CKOTUICHUE KUIIEYHBIX Ta30B C OLIYIICHHEM
B3/1yTHsI, BCILyYMBaHMs, MHOIZA C OLIYLIEHUEM pa3lyBaHUs WIM pacTIrMBaHus xeinyzaka (25), uro
BbI3bIBACT OO0JIM HEOIPEJEIIEHHOIO XapakTepa B KHMBOTE. 3amop, ONpeAessieMblil Kak HEecIoCOOHOCTb
KHAIIEYHUKA K TPEXKPAaTHOMY OIOPOKHEHHIO B TEUEHHE HENEeNH, OOBIYHO COMYTCTBYET CHHIPOMY
pa3pak€HHOI'0 KHUIIEYHHKAa M B COOTBETCTBUM C JuarHoctuyeckumu kputepusmu |l Pumckoit
KJaccu(UKaluU JUarHOCTUPYETCS JIOCTaTOYHO IMPOCTO, OJHAKO JIEYEHUE €ro BechbMa MpoOIeMaTHYHO
(26). DddexT oT 0XKUIAEMBIX HOBBIX JIEKAPCTB, YIMOMHUHAEMBIX B 3ToW e myomukamuu (2007)
NOJATBEPKJIeH He Obul. /luapes, TO €cTh CTyJ ¢ ONOPOKHEHUEM KHUIIEYHHKa OoJiee TpeX pa3 B J€Hb WU
cTyn Maccoil Oonee 200 rp. eXKeIHEBHO SIBISIETCS OOIIMM CHUMIITOMOM, HO UMEET Pa3jNYHble IPUYUHBL
HenpennamepenHas motepst Beca — 3TO OJJUH M3 OMACHBIX CUMIITOMOB, TaK Ha3bIBAEMBIN «KPaCHBIHN (iiary.
B name Bpems motepsi Beca MOXKET OBITh CIIEIMAIFHO BBI3BaHA IPU IMOMOIIM PA3HBIX METOIUK WA
JIEKapCTBEHHBIX CPEACTB, TAK YTO HE UCKIIFOYAETCSI BOZMOKHOCTh THIEPMArHOCTHKY.

2.2. O npoayKTax Ha OCHOBE MOPCKHX BOJAOPOCIeH

Buramapun 3TO npoayKT Ha OCHOBE MOPCKOM Boiopociu (JIaMuHapus — «MOPCKOH KiIyOOK», cbeJoOHast
Oypast BOIOPOCIIb), COAEPKUT MHOI'O MUKPO — M MAaKPOJIEMEHTOB TaKUX Kak oA, KaJdbLUi, CEeleH U T. 1.,
OHMOJOTMYECKH aKTUBHBIE BEIIECTBA, oaUcaxapuabl (PyKOUaNH, JaMUHAPUH, alIbITMHOBAs KUCIIOTA),
Butamunbl A, B1, B2, B12, C, JI, E, a Takxe Habop aMMHOKHUCIIOT. Bogopociiu ucnoap30Bany B MUILY ©
JPEBHUX BPEMEH Kak 0e3 npeaBapuTeabHOl 00paboTKH («MOpCKas KalycTa, «BOAOPOCIN»), TaK B BUE
CHeIMaJIbHO U3rOTOBJIEHHON npoaykiuu. [Iponykuus, cogepxaiiias JaMUHAPUIO, TOCTYIAET Ha PhIHOK
KaK B YMCTOM, TaK U B KOMOMHUpPOBaHHOM Buje (27). [luernueckas pazpaboTka (roMOreHU3MpOBaHHAs
JaMUHApUS CO CIIUPYIMHON U MUKPOJIEMEHTaMH) , 3aI€HICTBOBAHHAs B HAIIIEM UCCJIEI0BAHUM,
3apeructpupoBaHa B JIaTBuiickoii pecry0yinke o TOproBoii Mapkoir «BuTamapuH» U BBITYCKaeTCs
xomnanueit “The Sum of Technologies, Ltd.” (Hay4HO-IPOM3BOACTBEHHOE PEIIPHSTHE), FOPUANICCKUAN
anpec — 1-a borkunckas ynuia, nom 2/6, Mocksa, 125284, Poccutickas denepanius; mpoAyKT MPOU3BEICH
B COOTBETCTBUU C TEXHOJOTHUYECKUMHU YCIOBUSAMHU, 0053aTE€IbHBIMU J1JIS1 IPOU3BOCTBA MPOIYKTOB
NUTAHUS U JUETUYECKUX MUILEBbIX TPOAYKTOB, T.€. IPOU3BOJCTBA TOMOT€HU3NPOBAHHOMN JJAMUHAPUHU CO
CHUPYJIMHON ¥ MUKpPORJIEMEHTaMH, ITPeIHa3HAuE€HHON JUIsl TOTPEOJICHNs YETIOBEKOM B KaUeCTBE
npopHIAKTHYECKOM U TeparneBTUYECKON MUIIEBON 100aBKH C IIeTbI0 00eCIIeUUTh TOCTYIUIEHUE B
OpraHM3M JIONOJHUTEIBHOIO HCTOYHHUKA PACTBOPUMBIX BOJIOKOH, aJIbITMHATOB, MUKPORJIEMEHTOB U 10/1a B
opranudeckoil popme. ITo moMoraer yay4dmuTh QYHKIUIO KETYA0UHO-KUIIEYHOTO TPaKTa U
HOPMAaJIN30BaTh yIJIEBOAHBIA U JIMIHIHBIA OOMEH.

[lonHoe Ha3Banue npoaykra «BuTamapuH — TOMOI€HM3MPOBAaHHAs JIAMUHApHsS CO CIHUPYIUMHOW, C
CoJIep’)KaHUEM CeJIeHa, XpoMa, MeIH, IIMHKa U MarHe3un». lIpe/yioxkeHHbI HaM ISl U3y4eHUsl MPOIYKT
noJyueH W3 Bojopociau Laminaria Spp. METoJOM HH3KOTEMITEPAaTYpHOTO THIPOJIM3a — TEXHOJOTHWH,
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KOTOpasi O3BOJISIET I'EJli0, MOJTYYEHHOMY U3 MOPCKON BOJOPOCIIH, COXPAHUTh BCE AIEMEHTHI B IPUPOJIHBIX
COOTHOILLUEHUSAX U KOHLEHTpauuu. JlaHHbIA renb copepxut 94.7% Bnaru, 1o 2% cyxoro ocraTka M He
MeHee (OIpelesieHo Mo cyxoMmy Becy) 35% anbrmHOBOM KHUCIOTHI B ()OpME ajlbI'MHATO-KaJIbIIMEBOIO
anpruHara Harpus, 1% - 1.5% kieruatku, 1% Oenka, MUHEPAJIOB, MAaKpO- ¥ MUKPO3JICMEHTOB, BAUTAMHHOB.
A3zoTocoaepxale COeIUHEHUs 34eCh MpeAcTaBieHbl 18 aMUHOKMCIOTaMM, M3 KOTOPBIX 8 SBISIOTCS
OpUPOAHBIMHM  (He3aMeHUMBbIMH). OCHOBHBIE CBOMCTBA JAHHOIO TIelisi OOYCIIOBJIEHBI JEHCTBUEM
QIBTUHOBOM KHCIIOTHI, BRICBOOOXKTAIOIIECHCS TPy 00pabOTKe IaMUHAPHH.
AnpruHatel, cocraBusomue 35% OT BceX KOMIIOHEHTOB Tefs, 0O0JagaroT  YHHKaJIbHBIMU
HHTEPOCOPOCHTHBIMU CBOMCTBAMH CBSI3BIBaTh TSDKEJBIE METAJUIbI, TOKCUYHBIE U PaJMOAKTHBHBIC
BEIIIECTBA, 00Pa3yIOUINe CIIOKHBIE KOMILJIEKCHI. [T0CKONBbKY ambrWHATHl HE BCACHIBAIOTCS B JKEIYI0YHO-
KHAIIEYHOM TpPAKTE, A BBIBOJATCS M3 OpraHu3Ma ¢ (heKkaausiMM, TO BCE BEILECTBA, C HUMH CBS3aHHbIEC,
CBOOOJHO BBIBOJATCS M3 opraHusma. [lo3ToMy renb Ha OCHOBE MOPCKHMX BOJOPOCIEH MOXHO
UCIMOJIb30BaTh JUIsl OBICTPOM JETOKCHKAllMM OpraHu3Ma OT COECJUHEHUH  CBUHIA, PTYTH, KOOaJbTa,
METaHOJIa, a TaKXKe PaJMOAKTUBHBIX MPOU3BOIHBIX ypaHa (28). DTO OTHOCHUTCS HE TOJBKO K TOKCHYHBIM
BEILIECTBAM, IIOCTYNAIOIUM B YEJIOBEYECKUM OPraHM3M C IHINEH M BOJOHM, HO TAKXKE M K TOKCHMHAM B
KUILIEYHUKE, MPOHUKAIOUIMM TyJa U3 JIPYyruX OpPraHoB, TKaHed U KpoBU. C MEIUIIMHCKOM TOYKHU 3pEHUs
0c000 BaKHOE 3HAUYEHHWE MMEIOT MOHOOOMEHHBIE XapaKTEPUCTUKU aJbI'MHOBOM KHUCIIOTHI U €€ cojieil
(anruHatoB) (29). B otnmume oT Apyrux copOSHTOB, UMEIOMUX KOA(D(GUIIMEHT YCTOMYUBOCTH K KAHUIO,
aIbIMHOBAsl KHUCJIOTa CBSA3BIBAE€T BpPEIHBIC JJIs 4EJIOBEKa ‘‘TSkKesble” MeTaljlbl, HE BMEIIMBAsCh B
MEXaHU3MBI U IyTU KaJlue-KalbLueBoro ooMeHa. OMbITHI MOKa3bIBAIOT, YTO aJIbI’MHATBHI MOT'YT CBS3bIBATh
HE TOJIBKO TBepAble (TsDKeNble) MeTauibl, HO Takke U u3orTomnsl (30). OyHKIMOHAIBHBIE BO3MOXHOCTH
QIBIMHATOB HE MEHSIOTCS BO BpeMsl TEIUIOBOM 0OpabOTKM MUINM, [O3TOMY aJbIMHATBI MOXKHO
UCIIO0JIb30BaTh HE TOJBKO KaK SHTEPOCOPOEHTHI, a elle U KaK J00aBKY K IMHUILEBBIM MPOIYKTaM.
AnbpruHOBasi KUCJIOTa B COYETAHMM C aHTAUAAMU C IEJIbl0 CO3JaHMsl 3alluTHOro Oapbepa
UCIIONIB3YETCSl Il CUMIITOMATUYECKOro JiedeHus: pedirokcHoro 33ogarura. Hampumep, stor sddext
UCIIOJIb3YETCSI B OTHOCUTEIBHO XOPOILIO U3BECTHOM MeToje JeHueHus ["aBuckone (31).
Komnonent namuHapuu ¢pykonaH o0agaeT cBOWCTBaMU aHTHOKcH1aHTa (33), MOXKET COKpallaTh
anonTo3 (32) niu e o0paboTaHHbIE TaMUHAPHEN KIETKH UMEIOT 00Jiee BBICOKYIO aHTHOKCHUIAHTH YIO
akTUBHOCTH (pepmeHTOoB (34). bakrepuanbHas ¢uiopa, acCOLUUPOBAaHHAS C IAMUHApUEH, UMEeT
UHTEpECHbIE aHTUMUKPOOHBIE cBOMCTBA [35]. I'enb n3 MOPCKUX BOIOpOCTEH NCHIOIb3yeTCs B KaUuecTBe
IUILEBOH J0OaBKH MPH MPOU3BOICTBE MallOHE3a, KOJIOAChl U BhINeUke xjieba. B MeaumHe npoyKThl U3
BOJIOPOCIIEH MPUMEHSIETCS B LIESIX NPo(UIAaKTUKU U JieueHus 3aboneBanuil. [I[pocMaTpuBas 6a3y TaHHBIX
“Medline” no Tepmuny “namuHapus’ Ha 15 uronsg 2009 roga Obutn HaiiieHsl 654 myOIMKauK, O BpeMs
KaK 10 TepMUHY “nucnencus’” 0110 HaleHo 9613 nmybnukanuil. AHaJOTHYHBIN MOUCK JaHHBIX 110 0aze
Medscape B mae 2013 roga nmokazan 780 myOnukanuii o tamuHapuu u 10449 no “aucnencun’” u
Pa3JIMYHBIM CIIOPHBIM BOIIPOCAM TEPAIUU, HO POCT YUCIIA MyOJUKALUI ObLT JTUIIb KOTUYECTBEHHBIM.

Camble IpOIOJKUTENbHBIE UCCIIeI0BAaHuUs, BKIIOYAIOIINE B c€0s1 paHJOMU3UPOBAHHBIE KOHTPObHBIE
ucneitanus (36, 37) U nUTENbHOE MPAKTUYECKOE TPUMEHEHNE IIPErapaToB MOPCKUX BOJIOPOCIIEH UMENH
MECTO B aKyIIEPCTBE: CTEPUIIbHBIE TAMIIOHBI PA3HBIX Pa3MEPOB AJIs OTKPBITHSI IUEHKN MaTKU U
NOATOTOBKHU NIEPE] POAAMH, IS JIEUEHUS CTEHO3a, IEPE]] BHYyTPUMATOYHBIMUA MAaHUIYJISLUSAMHU, JUIS
00paboTKM OBEPXHOCTEH, 00IeTr4eHus BBIXOa IUI0AA.



OnHNM M3 TakMX mpenaparoB siBisercs JamuHapus Norskan, mpoaykr, 010OpeHHbIH A TMHUHUCTpALIUCH
CHIA mno muineBbIM MPOAYKTaM M JiekapcTBeHHbIM BemiectBam (K951330). Mexanusm JeHCTBHUS ITHX
TaMIIOHOB OCHOBaH Ha CIOCOOHOCTH JIaHHOTO MPOJyKTa abCcOpOMpOBATh KUIAKOCTU U YBEIMYMBATHCSA B
pasmepe o 4-x pa3 B TeueHue 6-24 yacos (38,39). B skcriepuMeHTabHBIX UCCIIEIOBAHUSX YKA3bIBACTCS Ha
3(PEeKTUBHOCTD MPOAYKIIMH U3 BOJOPOCICH B oTHOIIEHUH renatonaruii (40) u caxapHoro auabera (41). B
HEKOTOPBIX MYONUKALUAX YIIOMHHAETCS UCIOJIb30BaHUE JJAMUHAPUU B OTHOILIEHUU JPYrUX 3a00JIeBaHUM:
B CTOMATOJIOTMYECKOW TpakThke (42) Ui JeUeHUs TMapoJIOHTO33a, B HE(POIOTMH B KauecTBE
JOTIOTHUTEIFHOTO dHTepocopOeHTa mis nuerorepanuu (43), B nepmaonoruu (44), B MyJIbMOHOJOTHH B
KayecTBe OMOJIOTMYECKH aKTHBHOM MUIIEBOM J100aBKM B JIOTIOJIHEHHE K JICYEHUIO TyOepKyJie3a JEeTKUX C
MOJIOKHUTEIBHBIM pe3ynbTatoM (45). Ogna myOnuKanus Kacajach AWIATAUU OTIEJNOB IHUIIEBOAA U
roTku (46). JlaHHBIX O KJIMHUYECKON O€30MacHOCTH MpOAyKTa HaljaeHo He Obuto. beuta ompeaenena
TOJIbKO 0€3011aCHOCTh BBIJICIICHHOTO U3 JaMHUHApUHU (PyKouaaHa. YKa3bIBaIOCh, YTO no3upoBka 300 Mr Ha
1 kr. Beca manMeHTa HE BBI3bIBAET MOOOUYHBIX 3(h(HEeKTOB, HO OoJjiee BBICOKHE H03bl CTATHCTUYECKU
JIOCTOBEPHO YBEJIMYUBAIOT BPEMsI CBEPTHIBAaHUS KpoBU (Bpems koaryismuu) (47). Camble 3HaUYUMBIE
noOOYHbIE pEAKIMH, OTMEYEHHbIE B pE3yJIbTaTe€ WCIOJb30BAHUA TAMIIOHOB C JIAMUHapUel ais
paciiMpeHus MeHKU MaTKH, 3TO: KpalnuBHULA, oTeK KBHUHKE, paccTpoiicTBa JbIXaHUs 110 TUILY peakuui |
tuna, |IgE — cBsi3anHas rUnepuyBCTBUTENBHOCTD (48), Takke ObUT omMcaH aHA(PMIAKTUICCKAN MIOK (XOTS
camble TsDKeJble aHA(MIIAKTUYECKHE PEaKIuH, TAKKe KaK M TUIIEPYyBCTBUTEILHOCTh BCTPEUYAIOTCS OUYCHb
peaKo, TOCKOJbKY JaHHbIE MCCIENOBAaHUM II0Ka3aJid, YTO aJIbIMHOBAas KHUCJIOTa peajbHO O0JagaeT
aHTHaHA(PWIAKTUYECKUMHU CBOMCTBaMH (49). YV 370pOBBIX COBEPIICHHOJETHUX SIMOHIIEB, MPUHUMABIINX
npenapat namuHapuu “Kombu” B mo3upoBke 15 Mr exeaHeBHO B TeucHHe 55-97 nHeill HabIIOIAIOCH
oOpatumoe nogaBieHne QyHKIMU MUTOBUAHOMN xkenesbl (50). [IpoyKThl TaMUHApUHN HE PEKOMEHIYIOTCS
HarUeHTaM ¢ MOYEYHON HeI0CTATOYHOCTHIO (MOTYT OBBICUTH YPOBEHb CHIBOPOTOYHOT'O KaJIHS).

2.3. IlpuMeHeHMe resisi HA OCHOBE MOPCKHMX BOAOPOC/IeH /ISl ledeHHs 3200/ 1eBaHUI KeTy10YHO-
KHMIIEYHOI0 TPAKTA

B mocnennue ronmbl JiedeHWe 3a00J€BAaHMM KEITYJOYHO-KHIIEYHOTO TpaKTa MpUOOpeso ocolyro
aKTyaJIbHOCTh BO MHOIMX CTpaHax, BKJOYas CTpaHbl bantuiickoro pernoHa. B nensx nedenus u
npoHIAKTUKY 3a00JI€BaHNI CHCTEMBbI MUILEBAPEHUS AUETUUECKOMY IMUTAHUIO JOIDKHO YIENAThCS 0coboe
mecto. JIroasaMm, uMeromM npoOiieMbl ¢ MUIIEBApeHHEM, peKoMeHayercss okojio 1500 HaTypaibHBIX
MPOIYKTOB C pa3NIUYHBIMU Ha3zBaHUAMHU, 600 U3 HUX MPU3BAHBI YITYUIIUTh (DYHKIUIO IEYCHU.

[IpoBeneH uenblii psii KIMHUYECKUX MCHOBITAHUW Telsi Ha OCHOBE MOPCKHUX BOJOPOCIEH Ha €ro
OPUTOJHOCTh  JUIsl  Tepanuu  3a00JieBaHUM  JKEIYyJOYHO-KHUIIEYHOro TpakTa. bbutla  co3gana
SKCTIIEpUMEHTAIbHAS TPyIMNa, BKIOUaromas 123 nmanuenTa ¢ caMbIMUA pa3HbIMH 3a00JIEBAaHUSIMU OPTaHOB
numieBapeHus; 63 U3 HUX COCTABWIM TPYIIY, MOJYYaBIIYIO JICUEHHUE TeJIeM W3 MOPCKUX BOJOPOCIEH,
Torna kKak 60 TanueHTOB KOHTPOJBHOW TPYMMbl JICUUIUCh MO cleayromer cxeme: auera No3,
BBICOKOMOJIEKYJIIDHBIE JIEKPCTBEHHBIE CPE/ICTBA, MUKPOKIU3MBI, (U3UONPOLEAYPHl, CIAa3MOIUTUKUA H
ciiabuTeNbHbIE CPEJCTBA MO MOKa3aHUsAM. B pe3ynbTare JieueHus rejieM Ha OCHOBE MOPCKMX BOJIOpOCTEH
HaOMOlanachk CIEIyIoIIast IMOJIOKUTENbHAs JIUHAMHUKA: HOpMAalM3alys OMOPOKHEHUS KHIIECYHUKA
ormeueHa B 98,1% cnyuaeB, OLIylIEHME YAaCTUYHOIO ONOPOXKHEHWS KHUIIEYHUKa ucuesno y 92,4%
NalMeHToB. BBIOOpOYHbIE AaHHBIE SHIOCKONMM M MOP(OJIOTHYECKOr0 HCCIEIOBaHUS MOATBEPAUIIH
MOJIO)KUTENBHYI0 JMHAMHUKY COCTOSHUSI ~ CIM3UCTOM  TOJCTOW KHIIKM, a UMEHHO CHIDKEHHE
BOCHAJIMTENbHBIX SIBIEHUI B 3TON oOmactu (89.4%), 3axusinenue 3po3uit (100%) unm ymeHblleHUE
MHOUIBTPAUU BOCTIAJUTEIbHBIMU KiIeTKaMu (74.8%).



'ens Ha OCHOBE MOPCKHMX BOJOPOCIEH HOMAlW30BaJl XMMHUYECKHE IMOKazaTenu cryna: PH dexanuit
BEPHYJICA K HOPMAJIbHOMY 3HaueHUI0 y 98,3% mnanueHToB, ypoBEHb OPraHUYECKOW KUCIOTHI 1 aMMOHUS
ynyumics 'y 98,5% nanueHToB, He ObUTM OOHAPY)KEHbI TKAHEBbIE NMPOTEUHBI U MYIUH MPHUCYTCTBOBAJ
TONIbKO y 4,7% OonpHBIX. briarogaps antubakTepuaibHOMY JACUCTBUIO albIMHATA HATPHS I'elib HA OCHOBE
MOpCKHX BoJopociiell 3(h(eKTUBeH MpH JeUeHUU TUCOAKTepro03a, BBHI3BAHHOTO YCJIOBHO MATOTEHHOU
MUKpPOQIIOpON KHUIIeYHUKA. BaXHO MOJYEpKHYTh, YTO OCOOEHHO YYBCTBUTEJIBHBIMH K €r0 JEHCTBHUIO
OKa3aJICh CTA(PUIOKOKKH, F€MOJIMTHYECKHE CTPENTOKOKKH, MPOTeH M WX acconmanuu. [lanmeHram u3
HKCIEPUMEHTAIBHOM TPYIIBI MOTPEOOBAIOCH MEHBIIE BPEMEHH ISl 3)KUBJICHUS SI3B, MCHEE BBIPAXKCHA
Obuta u pyoOuoBas nedopmanus. Y OONBHBIX SI3BEHHBIM KOJIMTOM CYHIECTBEHHO YMEHBIIMJIMCH TaKHe
CUMIITOMBI Kak O0Jb, B3AyTHE KHILIEYHUKA, JUCIENCUYECKHE >XaloObl. OTMeuas oOImMIA YpOBEHBb
yIy4dlIeHUs! B BBIOPAHHOM TpyIiNe, aBTOPbl OTMETUIIN O3UTHUBHBIE KIIMHUYECKHE U3MEHEHUS Y MallIeHTOB
C paccTpoiCTBaMU >KEIYJOYHO-KHIIEYHOIO TpakTa: Treilb M3 MOPCKUX Bojopociielt 3(hdekTUBHO
JeiicTBOBal pu 3a00JIEBaHUAX JKETyJKa U KUIICUHUKA, TeMOPPOE, XPOHUUYECKOM 3aM0pe KaK y B3POCIIBIX,
TaK U y JIeTei.

Ecth nokaszaTtenbcTBa, 4TO PACTBOPHI alblMHATa OJArOTBOPHO BIMSIOT HAa OCHOBHYIO KHIIEUHYIO
MUKpPOOHOTY, BBIOOPOYHO MOJABJSAS AKTUBHOCTh TAaKUX MHUKPOOPraHU3MOB KakK CTa(QHIOKOKKH,
calbMOHEIJIA, KaHAWJa M ApYyrux. beuto m3ydeHo aHTHOAaKTEpHanibHOE JCHCTBHE ANbIMHATA HATPUS KAk
OJIHOTO M3 KOMIIOHEHTOB JAHHOIO reisl. AJbIMHAT HaTpUsl IPOSBISET CBOM aHTUMHKPOOHBIE CBOMCTBA
naxe B cmabbix  koHueHtpamusax (0,125%), co3maBas 3amMTHBIA  CIM3UCTBIM  ciod. CBolicTBa
BOJIOPOCIICBOH 11eIUTr0I103bI (algulesis) oTanyarTes OT TaKOBBIX PACTHTENBHOM LIEIUTIOI03bl U MOTYT OBITh
UCIIOJIb30BaHBbl Ul J€UYEHHUs] XPOHUUECKOro 3arnopa. BoIHbIH SKCTpaKT JaMUHApUU ObUI 3allaTeHTOBAaH B
2004 rony rocynapctBax bantuku u Poccuiickoit depepanuu Kak TepaneBTHUYECKOE CPEACTBO,
coJiepKaliee aHTHOKCUAAHT M 00J1a1al01Iee aHTH-aHTHOTEHHBIM U IPOTUBOOITYXO0JIEBBIM JIeiicTBHEM (51).

JlaHHble, TOJydYeHHBbIE B pPE3yJbTaTe€ MCCIEAOBAaHHUA, MOABOJAT 0a3uc MOJ Ha3HAUYEHUE MPOIYKTOB,
COJIepKalllMX TIellb Ha OCHOBE MOPCKHUX BOJOpPOCIEH B KauecTBE JIe4eOHO-NIPO(UIAKTUIECKOTO
JUETHUYECKOr0 IMUTaHWs M BKJIIOYEHHE MX B KOMIUIEKCHOE JIEYEHHME I[allMeHTOB, CTPaJaroluX
3a00JI€BaHUAMHU HKEITYAOYHO-KUIIEYHOTO TpaKTa, T'€MOpPpOEeM, aHAJbHBIMU TPEIIMHAMM, IOCKOJIBKY B
pe3yibTaTte MPUMEHEHHs] AaHHOW MPOJYKIMHU HAOII0AAeTCsl MOJOXKHUTEIbHBIN A(PPEKT B XUMUUYECKOM
coctaBe (pekanuil, ynydmraercss MUKpoOHOoTa kKelyJOYHO-KUIIEYHOIO TPAaKTa M HOPMAJIU3YyeTCs MECTHBIH
6uoneno3. Ilpu neueHHM pacCTPOMCTB KETYAOYHO-KUIIEYHOTO TpakTa Ieib U3 MOPCKUX BOJOpOCIEH
OKa3zaJ aHaJIbleTHYECKOe, CHa3MOJINTUYECKOE M  pereHepupymouiee JAeicTBue, CcrnocoOCTBOBA
BOCCTAHOBJIEHMIO TOME0CTa3a, MPEA0TBPAILIEHUIO KUIIEUHOT0 AMcOn03a U PEryIssuid MOTOPHON (PyHKIUU
(52, 53).

[IpodunakTryeckuii Kypc BUTamMapuHa B TedeHHE 1-2 MecsIleB BKIOYAeT B ce0s PEKOMEHIOBaHHYIO
npousBoguTeneM A03upoBKy 50-100 rp. 1-2 pasa exenHEBHO, TepaleBTUYECKUM Kypc IpHUMa JaHHOIO
npemnapara cocraBisieT oT 3 A0 6 MecdaueB (mocine 1 Mecsna nepepbiBa pPEeKOMEHIYETCSl NPOBECTH
NOBTOPHBIA Kypc) B no3upoBke 150 rp. 1-2 pasza B neHb. B kadecTBe cocTaBistoniedl KOMIUIEKCHOIO
JIeYeHHs O3UPOBKa MOKET OBbITh yBenauueHa 710 200 rp. exeHEeBHO.

Bce BhIIen3nokeHHOE 3aMHTEPECOBANIO HAC, U Mbl M3Y4YHJIM BIMSHHUE Ipernapara Ha (yHKIHOHAJIbHBIE
KEITyI0YHO-KUILIEYHBIE 5KaT00bI.

2.4. OneHkKa 1efcTBUA JMeTHYECKOr0 MUTAHUSA



OOBIYHO IIPH OLIEHKE KAKOT0-JIN0O0 TUETHUECKOI0 IPOAYKTA, a TAK)KE MUIIEBBIX J00aBOK MM
OMOJIOTHYECKH aKTUBHBIX JOOABOK K UX KIIMHHUUYECKOW 0€30MacHOCTH U dPPEKTUBHOCTH TPEOOBAHUIA
HE NpebSABIISIETCS.

Opnnako, aHAMU3UPYSI TUETUYECKHUI POIYKT, MOTY4YECHHBII U3 JIaMUHApHUH (BUTAMAapUH), Mbl IPUSHIN
B pacueT cieayolee: 1) ero AauTenbHoe HaydHO 000CHOBAaHHOE MTPUMEHEHHE B aKyIIEPCKOM
MPAKTHKE ¥ THHEKOJIOTHH, 2) HECKOJIBKO PE3YJIbTAaTOB TEPAeBTUUECKOTO BO3ACHCTBHS TaHHOTO
npenapara B raCTpOSHTEPOJIOTHH, M PEUIMIIM UCTIOIb30BaTh METOOJIOTHIO OLICHKH, OOBIYHO
MIPUMEHSEMYIO ISl TECTUPOBAHMS JIEKAPCTBEHHBIX CPE/ICTB, B HAILIEM MCCIICIOBAHUN BUTAMAapUHA.

3. M3yuyeHue rumortesbl, LeJd U 321a44
['mnoreza: jaueTHuecKkuil MpoAykT «BuTamapuH»  yMEHBIIAET KajJoOBl CO  CTOPOHBI
MUIIEBAPUTENIBHOTO TPaKTa U YIy4dIlaeT oOlee caMOYyBCTBUE IPH MpHEMe B J03UpOBKe 50 Mr.
€XKEeJIHEBHO.
Llenp wuccrenoBaHUS: U3YUUTh KIMHUYECKYIO A((EKTMBHOCTh BUTaAMapuHa MJisi HAIMEHTOB C
HauboJIee YacTo BCTPEUAIOUIeiiCsl TaCTPOIHTEPOIOTUYECKOM CUMIITOMATUKOM.
3amaun McciaeAoBaHMs: 1) HaWTHM MOAXOIAUIMX IALMEHTOB JJIs y4acTUs B HCCIIEIOBAHUU; 2)
BKJIFOYUTH MALIMEHTOB B UCCIIEIOBaHUE; 3) MPOBECTH HAOMIO/IEHHE B TeueHue He meHee 8-10 anei,
T.€. C OJIHUM KOHTPOJIbHBIM HCCII€IOBaHUEM; 4) OLIEHUTDH JeiicTBUE BUTaMapuHa uyepe3 8-10 nnei
IPUMEHEHHUd, Tocie Oosiee JUIMTENBbHOTO INPUMEHEHUs, METOJOM JUCKPUMHHAHTHOIO aHaiu3a
onpenenuTh (HakTOphl, KOTOPBIE MOTYT YXYIIIMTH PE3yJIbTATHL, 5) ONPEneuTh OE30MaCHOCTb
BUTaMapHHa.
4, MerToa M HALUEHTHI
1) Twumn ucciaeaoBaHus: OTKPBITOE, HEKOHTPOJIUPYEMOE (IKCIIEPUMEHTATLHOE UCCIICIOBAHUE)
Hccnenyemblii MpOAYKT U €ro NMpUMEHEHHE: TUETHYECKU MUIIEBOW MPOAYKT JaMHHAPUS
TOMOT€HHU3UPOBAaHHAs CO CIIUPYIMHON U MUKpO3JIeMEeHTaMu — «Butamapuny, Mpou3BeACHHbII
kommanueit OO0 “The Sum of Technologies, Ltd.”. TIpoaykT oTiuyaercss OT mpodux cede
NOJNOOHBIX TEM, YTO BBIMMYCKAaeTCS B JIETKO YycBauBaeMoil ¢opMe renst C BBICOKOU
OMOJOCTYMHOCThIO. PekoMeHayeMoe HCIONb30BaHUE H3Y4aeMOI'o MpPOJYKTa: 2 CTOJIOBBIE
noxku (25-30 rp. rens) 3a monyaca A0 npueMa nuiy (odmee koaumdectBo 50-60 rp. B 1eHb),
IIPEIIIOYTUTENBHO NPUHUMATh B HAaTypaJbHOM BHUJE, HO €CJIM NMALUEHT HE MEPEHOCHUT BKYC
BOJIOPOCIIH, TO CMEIIATh ¢ BOJOW MJIN CIIA00KUCIIBIM COKOM.
Kareropus nanneHToB: aMOynaTOpHbIe NAllMEHThl 000UX TOJIOB.
2) Kputepun otOopa naueHToB
VYcranocth, ObICTpast yTOMIISIEMOCTb, CTA00CTh (JISIIHECS MECSIIAMU UITH TOJIaMH )
Jucnencuueckue cUMNTOMBI (0OJdM, OUIYIIEHHE TSDKECTH B SIUTacTpUu, YYBCTBO OBICTPOTO
HAITOJTHEHUS JKEITy/IKa) U/UIn
3amnop wim auapes (3kaoObl B TeUEHUE HECKOJIBKUX MECSLIEB/JIET)
MeteopusMm: B3IyTHE )KUBOTA (MECAIBI/TO/IBI Ka00)
UyBCTBO KEHUS B JIUTacTpUn
HUyBCTBO JXKEHHU 3a TPYIHHOU
Bonwu B xxuBoTe (cadwie, HeardGepeHIIMPOBAHHEIC)
Bospacr ot 18 1o 75 ner
Cornacue ManyueHToB Ha y4yacTue B KIMHUYECKOM HaOII0eHUH



1) Kpurepun UCKIIIOYCHUS NAIIMEHTOB U3 UCCIICIOBAHUS
Bo3spact monoxe 18 u crapue 75 ner
Hanuuwe mro6oro u3 cieayrommx GpakTopoB pucka (kenryxa, anemus - Hb < 100 rp/n),
JUITMTEIbHAs CUIIbHAsE 00JIb MU OCTpasi aboMUHaIbHAsE 00Jb, TOLUTHOTA/pBOTA, Aucharus,
oauHOparus)
['unepuyBCTBUTENBHOCTH K Oy U HOJICOIEpKalIM MpenapaTraM
Haymure npoTrBONOKa3aHuil K UCIOJIb30BaHUIO HOACOAEPKAILIUX MTPEIAPATOB
JIro60i1 TUTI HETIEPEHOCUMOCTH MPOIYKIIUU U3 MOPCKHUX BOJIOPOCIEH
Huppo3 nevyenu (TOKyMEHTaIbLHO 0003HAYECHHBINH U/HIIN OCI0KHEHHBIN acLIUTOM)
3J10KaueCTBEHHBIEC OMYXOJIH JIF0OOH JTIOKaIU3aIlun
bepemenHocTh 1 nakTanus
ComHeHus B )keaHuH 00JILHOTO COEHCTBOBATH UCCIIEIOBAHHUIO
JlexoMIeHCUPOBaHHBI XPOHUYECKUN aJIKOTOJIU3M, JIEKAPCTBEHHAS MJIM HAPKO3aBUCUMOCTh
Tekylilee npUMeHEHUe APYTUX MPOTYKTOB HA OCHOBE MOPCKUX BOJIOpOCIIEH

4.1. Ilnaun ucciaenoBaHusi
[Tatiuentam B Bo3pacte 18-75 ner, cTpagaronium xKelyA04YHO-KUIIEYHBIMU Kaj100aMu,
IpeIaraloT 03HAKOMUTHCSI ¢ TPOSKTOM TUIAHOBOTO KIIMHUYECKOTO HCCieIoBaHus. B ciydae
MOJTYYEHUS COTJIACHS TTAIMEHTA HA IPUHSITHE YJACTHUS B 3TOM HCCIICAOBAHNUH TIOIITUCHIBACTCS
dbopma coracus.
B ciygae cornmacus manueHTa npoBepsIOTCS KPUTEPUU UCKITIOYSHHSI U3 UCCIIeI0BAHUSI.

[TpoBoasiTCSI HEOOXOAMMBIE JTA0OPATOPHBIC UCCIIEIOBAHMSI, MOTYT MOTPEOOBATHCS aHAIU3HI,
CeTIaHHBIC HEMIOCPEJICTBEHHO TIEpe]] HAYaJIOM MCCIICOBAHHUS.
BHOBB CBEpAIOTCS KPUTEPUH UCKITHOYEHUS.
ECJ'II/I IMAITUCHT MOXKET HpI/IHI/IMaTI) y‘-IaCTI/Ie B CJICJOBaHUU, TO HpOBO)II/ITCﬂ ero I/IHTepBI)IO C
3aIOTHECHHEM aHKEThI-OIIPOCHUKA.
[TarueHTy BBIIAETCS OJHA YIAaKOBKa mpemnapaTta Ha 10-THEBHBIN CPOK UCIIOIB30BAHMUS, TTOCIIE
yero yepes 8-9 qHeit emy TpeOyeTcs MpUiTH A KOHTPOJIBHOTO OCMOTpA.
[TaruenTa nNpeaynpexaaroT, YTO B CIydae BOSHUKHOBEHHS KaKOH-THO0 HEONPEAETEHHOCTH I B TOM
clIydae, €Clii OH/OHa HE CMOXKET MPUITH B CIEAYIOUINI pa3, OH/OHA JT0JKEH/I0KHA OyIeT CBSI3aThCs C
OTBCTCTBCHHBLIM BpaqOM NN MeHeI[)KepOM HpOCKTa.
Bo Bpewms crieyromero BU3UTa OIICHUBACTCS 00Iee COCTOSTHUE TAI[UEHTA, TPOBOJUTCS €r0 OMPOC H
3aII0/IHSAETCS aHKETA.
Bwmecre ¢ manneHTOM BBIHOCSTCS CIEAYIOLIUE pelleHus: 1) 0 3aBepIIeHnH WK MPOJOJIKEHUN
UCCIIEIOBaHMsI, 2) pelieHre o coOIoqeHIH T03upoBKH. Eciu Habmo1eHue Mpo10JKAeTCsl, TO BBIIACTCS
HOBasl YIaKOBKa MPOYKTa U YCTAHABIMBACTCS BPEMsI CIIEAYIONIET0 BU3HUTA MAI[UEHTA.
Ecnu nanueHT He mpUXOIUT B HA3HAUYCHHBIN CPOK M HE CBS3BIBACTCS C 33/I€ICTBOBAHHBIMHU B
UCCJICTIOBAaHUH COTPYIHUKAMH, YTOOBI yCTAHOBUTH HOBYIO JaTy, TO Uepe3 JABa JIHS Mociie 0003HAYEHHOTO
CpOKa sSIBKU HH(pOpMAIHs coorpaeTcs no Tenedony.
Ecim manueHT oTKa3pIBaeTCs OT yYacTHsI B HCCIICOBAHUH, TO JETAETCS OTYET O ero 00IemM
CaMOYyBCTBUU.
OO6mas cxema nericTBril oToOpaxkena B Taoyme 1.



AHanusel KpPOBH 1 MOYH HA3HAYAIOTCA BpauOM B OOBIYHOM MopsiJaKe. Yuyactue B JaHHOM IIPOCKTC

a0COJIFOTHO I[O6pOBOJ'IBHOC; OIICHKA aHAJIM30B ITPOBOJUTCS CTPOI'O KOH(bI/II[eHI_[I/IaJ'IBHO. HNmena Y4aCTHHUKOB
HE 6y,HYT OTpaXXaTbCA B OTUETAX O PE3yJIbTaTaX UCCIICAOBAHUA. Tonpko J'IC‘IaHII/Iﬁ Bpa4d U
YIIOJHOMOYCHHBIC HHCTAHIINN 6y,I[YT HUMETH JOCTYII K IOKYMEHTaM, COACPKaAIIUM I/IH(i)OpMaI_II/IIO (6]

INEPCOHATIPHBIX TaHHBIX IMAllUCHTA.

4.2.

O0padoTKa CTATHCTHYECKHUX JAHHBIX

Bce naHHbIe COXpaHSAIOTCS B BUAE «3HAKOBY, HAIPUMED, M10JI NALUEHTA, MY>KCKOW WJIN )KEHCKHUI, U B BUJIE

«Tpajlaliiy 3HAKOBY, IyTEM HCIIONIb30BaHusl «KapTouku HaOII0IeHUS MalueHTa (CM.). 3aKOIMPOBaHHBIC
JaHHbIe BBOAATCS B (hopmar Excel, mocie yero oHu 00pabaThiBatOTCsI PU MOMOIIU POrPAMMbI
MyJIbTHBapHaHTHOro aHamu3a “Kulbak”, omenuBarolieii 10CTOBEPHOCTE/00BEKTUBHOCTE (P) U
UH(POPMATUBHOCTS (S) HaHHBIX. Pe3ynbraThl ¢ P-BenuunHoi <0.05 paciieHHBaIOTCS KaK CTATUCTHYCCKU
3HaunMble. [TONydeHHbIe Pe3y/bTaThl PACIICHUBAOTCS KaK MHQOPMATHBHEIC HaunHas ¢ 1> 1.0. Eciu naxe

CTaTMCTUYECKHU 3HaYMMasi UH(POPMATUBHOCTh MeHbILIE “I” B cUCTEME MYJIbTUBAPUAHTHOTO aHAJIN3a, TO 3TO

MOJKET 0OBSICHATHCS CpPaBHUTCIILHO HEOOIBIIUM YUCIIOM IMalMCHTOB.

Taodmuua 1. CBoaHas TadauLa X012 UCCIIEAOBAHUS.

KonTpoJib uccienoBanus

KoHntposs Ha Havano
UCCIICIOBAHMS:
nepBbli AeHb BU3uTa 0

KoHTpoTbHBIE BU3UTHI
2,3,4,5,6,7,8,9,
10, 11, T.e. xaxxaple 8
- 10 nuei, (£2) nus

KoHTposbHbIN BU3UT
IPU 3aKII0UYUTEIHHOM
UCCJICIOBAaHUH
(maparpad 74 aHKETBI)

WudopmupoBaHHOE coriacue
MaluenTa (CM. IPHIIOKEHHUE)

min

Anketsl. Kpurepun ygactus B
WCCIICIOBAaHUH U KPUTEPUU
UCKITIOYEHHS (CM. BBIIIE)

mn

ba3zoBbie 00BbEKTUBHBIE JaHHBIE:
onpeaenenue UMT (kputepuit
HCKJIIOUEHUS ), POCT U BEC

min

g

gd

JlanHble ucTopun 60JI€3HU U
CyObEKTHBHAs OLIEHKA
CUMIITOMOB

mn

g

gy

Kinnanueckue ananusbl KpOBH U
OMOXMMHUYECKUE aHATHN3BI
(BBIOOPOUHO)

min

IloaroroBka uccienoBaHus

min

g

Hccenenyemslit
NPOYKT/KOHTPOJIb YHaKOBKU

0

gd

Onpoc nanreHToB
OTHOCHUTEIHHO OOOYHBIX
3¢ (deKToB BO BpeMs IpremMa

g

ud
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npernapara

Pemenue o npomomkeHuu - 00 -
HCCIeA0BaHUA
HccnenoBareinbckne HeHTPbl: YHuBepcuTeTckas kiauHuka uM Ilaymoca Crpaausca, entp

l'actposnTeponoruu, ['enatonoruu u [luranus u Jlatuiickuit Llentp CynoBoii MeauiuHsI.
4.3. HOpuauyeckue acneKTbl HCCJIEJOBAHUS
1) Paspemienne Ha wuccieqoBaHHe ObUIO BbIaHO KOMHTETOM IO STHKE KIMHHYSCKUX
HCCIIeIOBaHUM MpU YHUBepcuTeTckas kiuHuka um Ilaymroca Crpanunca 16 saBaps 2009
roza; aapec: Pilsonu street 13, Riga, LV-1002, ter. +371 67611353.
2) Uccrnemayemblii MPOAYKT MpPEACTaBIsET COOOW JAMETHYCCKYIO MHINY, Pa3pelICHHYIO K
ynotpebnenuto B JlarBuiickoil pecryOmimke.
B cBsi3u ¢ TeM, 4TO BUTAMApHH HE SBIISAETCS JICKaPCTBOM, HE TPeOOBAIOCh HUKAKOTO Pa3pelIeHus CO
cTOpoHbI ['0Ccy1apcTBEHHOTO OpraHa 1o JiekapcTBeHHbIM cpesictBam (State Agency of Medicines),
MOCKOJIbKY MOJJOOHBIE MTOJIOKEHUS HE OTHOCSITCS K JAHHOMY HCCIIEJOBaHUIO, T.€. TI0JI0KEHUS,
Kacaroluecs MpoBeACHUS KIMHUYECKUX UCTIBITAHUN U HEMHTEPBEHIIMOHHBIX UCCIIEIOBAHUMA, TPOLIEAYPbI
10 MapKHUPOBKE MCCIEAYEMBIX MEAUIIMHCKUX MIPOAYKTOB U MPOIEIYPHI 110 IPOBEPKE HA COOTBETCTBUE
TpeOOBaHUSAM HaAJexaleil KmnHudeckoi npaktuku, Kabuner Munuctpos Nel72, Pura, 28 despansa 2006
r. (TTpotoxon Ne 12 29ii §); [Tonpaskwu: [Ipasuna Ne.17 or CM 15.01.2008 [54].
Cnoncop npoexra: Ilentp ITepenossix Texnosoruit “Vita Li-Riga”, Ltd., Peructp.Ne LV 40003730357
Anpec: Matisa street 21, Riga, LV-1001, tenepon: + 371 67007171.
IMoaaepka HayYHBIX MCCJIeI0BaHUIi: «["aCTPOIHTEPOIIOTHIECKOE OOIIECTBO MOAICPKKIY, perucTp. No
LV40008038191 Anpec: Upeslejas street 2 - 28, Stopinu county, Riga region, LV-2118,
www.gastroenterologs.lv.
5. Pe3yabTarbl
B uccnenoBanuu 66110 3aeiicTBOBaHO 46 nmanueHToB. JlaHble, moyuyeHHbIe OT 45 U3 HUX (OAUH
NalMEeHT He SBUWICA Ha KOHTPOJIb), ObUIM IIpoaHaau3upoBaHbl: 26(57.8%) sxeHiuH u 19 (42.2%)
MY>K4YHH B Bo3pacte oT 23 10 73 net. 63.4% naruentoB 06Ut Mosioxke 55 net. [lonoBuna
nanuenToB (50%) ucnonap3oBaia Ha Kypce JISYEHUs TOJIBKO OJTHY YIAKOBKY mpernapara. Ooimas
OIIEHKA MPOBOJIMIIACH C yYETOM 78 MPU3HAKOB C MUHMMAJIbHOW HHTEHCUBHOCTBIO Ipajaliiu 2, a
MakcuMaibHOU — 5. KomuecTBO OTBETOB MAIlMEHTOB MO Pa3IMYHbIM PU3HAKAM BapbUPOBAJIO.
Uepes 8-10 nueii npumenenus sutTmapuHa 33 naruenTta (76,8%) OTMETHIIN MOJTHOE NCUE3HOBEHUE
WINA YMEHbIIIEHUEe CUMOTOMOB, HO y 10 uenoBek (23,2%) ynyuiieHus He HabI0AaI0Ch, YCUIICHHS
CHUMIITOMAaTUKU HEe OTMevanoch Takke. OlleHnBas CUTyaluio 6osee AeTalbHO, Mbl O(OPMUIH
pe3yiabTathl B Buae Tabnuusl 2 u Cxemsr 1.
Hcnonb30BaHue BUTaMaprHa yaie Bcero 0pu10 Hea(h(heKTUBHO ISl CTATUCTUYECKHU 3HAYUMOTO
YKclla Nal[MeHTOB ¢ HOPMaJIbHBIM COZIEpKaHUEM JICHKOIIMTOB B KPOBH, HE CTPAJAOIINX OTEepeit
Beca, 0e3 caxapHOoro auabeTa B aHaMHe3€; K TOMY e Y BbIIIeyKa3aHHbIX UMeNach TeHACHIUs (P =
0.07) x oTKa3y OT JajbHEHIIero nCrnoib30BaHus BuTaMmapuHa nociue 8-10 qHeBHOrO Kypca ero
npuema.
Hcnonp3ys AMCKPUMHUHAHTHBIM aHaIN3, Mbl CPAaBHUBAIN (DAKTOPHI, KOTOPbIE MOTYT HEraTUBHO MOBJIUATH
Ha 3¢ ekt BuTamapuHa B TeueHue 8-10 mHEBHOro Kypca ero mpuema. Takum o0pa3om, Mbl CpaBHHBAIU
IpymIly NalMeHToB ¢ yiyuiieHueM (33) ¢ rpynmoi, B KoTopoil yiaydmieHus: He Habmoganoch (10). B Hei
He ObUIO TOJIOXKHUTEIbHOM JAMHAMHMKH y MAllMEHTOB, HE CTPaJalolMX caxapHbM auadberom (p = 0.02), y
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MAIMEHTOB ¢ HOPMAJIBHBIM KJIETOYHBIM cocTaBoM KpoBu (P = 0.05), 6e3 motepu Beca (p = 0.03), e
umeronux ooneit B anuractpuu (P =0.03), T.e. y «boee 310pOBbIX» MAIUEHTOB.

Taoauna 2. OueHnka
AelCTBUS BUTAMAPHHA
COIJIACHO TAHHBIM
cy0ObeKTHUBHOM OLleHKH 43
NManueHToB (NMpU3HaK 72
u 74), yepe3 8 - 10 q1Hei, B
KOHIIE MOJIHOTO Kypca
geuenusi (%). Ouenka
00

IlonHoe ucue3nosenue
cumntomoB (%)

YactuuHoeE yirydlleHue
cumnromatuku (%0)

OTCyTCTBUE YTy4ILIC

(%)

[IponoKUTENBHOCTD
Kypca, J103UpOBKa:
00

8 — 10 nueit
500 rp.

25.6
N*=11

-
o

zZ

> 8 - 10 nueit

25.6

Z =
T
o Wy w

1000 rp. u > N =11 N =21

*KonnuecTBO MariueHToB.

Huarpamma 1. Ouenka s¢pdextuBHOCTH BUTaMapuHa yepes §-10-1HEeBHOTO Kypca U MOJIHOTO Kypca
JIeUeHUsl B COOTBETCTBUU C CYOBEKTUBHOMN OLIEHKON caMO4yBCTBHS 43 manueHToB (Mpu3Hak 72 u 74),
Mpe/ICTaBICHHAs B BUJIe AMarpaMMsl (%).

[Tono6HBIM 00pa30M IUCKPUMHUHAHTHBINA aHAINU3 ObUT UCIIOJIB30BAH sl CpaBHEHUS (DAKTOPOB, MOTYIIIUX
MOBJIUATH Ha 3P(HEKT OT OoJiee MPOJOIDKUTEIHLHOTO Kypca MpueMa BUTaMapuHa, U Pe3ysibTaThl €ro ObUIN
OYEHb CXOXKMMH C aHAJOTHYHBIMH Tocie 8-10 gHeBHOTO Kypca: 0e3 yiydlleHHs I MalueHTOB, HE
UMEIOUINX B aHaMHe3e caxapHblid quadet (P = 0.02), ¢ HopManbHBIM KOJIMYECTBOM OEJIBIX KPOBSHBIX TEJIELl
(p = 0.02), He crpamaronux moreper Beca (P = 0.02), ¥ He WCHBITHIBAIONIUX OOJicH B smuracTpuu (P =
0.03).

AHaJIN3 HHANBUAYAJILHBIX MPU3HAKOB U CUMIITOMOB

1) ITon manueHTOB HUKAK HE BIMSIT Ha d()PEeKTUBHOCTH U O€30MacCHOCTh MpHEeMa BUTaMapuHa. 3HaYUMas
CTATHUTHYECKAs TEHACHIMA M Bbicokas mHpopmatuHocTs (P = 0.08, I = 7.43) ykaseiBaror Ha Gonee
JUIUTEIbHOE TPUMEHEHHUE Mpernapara KeHIIMHAMU.

2) HabGimrotamachk cieayromas Tpajialns Bo3pacTa manueHToB: Mojoxe 20 (ae 0b110), 20 - 29, 30 - 39, 40
- 49,50 - 59, 60 - 69, 70 - 79, 80 - 89 u crapme. BHyTpurpynmnoBoi aHaiu3, Kak ¥ 0XKHJIAI0Ch, ITOKa3all
CTATUCTUYECKU 3HAYMMOE YBEIMYCHHE Yrcia 3a0osieBanuil y uil crapiie 50 jer.

3) CpaBHHMBas MallMEHTOB MOJIOKE 55 JIeT ¢ manueHTamMu OoJjee CTaplIero BO3pacTa: IOCIETHUE
JIOCTOBEPHO MOJTyYany JeueHne He MeHee 2-4 nenens (P = 0.05, 1 =10.12) u ucnons3oBany He MeHee 2 -
3 ymakoBKW BUTaMapuHA.
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4) I'papamus uHaekca maccel Tena (BMI)y mamuentoB Hukak He Biausia Ha 3(PQGEKTUBHOCTh H
0e30MacHOCTb pueMa BuTamaputa, u Beicokuid BMI (> 30.0) takke He Bpenns pe3yibTaTaM; MalUeHTB ¢
HU3KUM BMI 1 OHM)XEHHBIM MUTAaHUEM y4yacTHE B UCCIIEIOBAaHUN HE IPUHUMAIIH.

5) PerynspHelii npuem JiekapcTB He Bpeani 3¢ (HEeKTUBHOCTH U O€3011aCHOCTH BUTaMapuHa; HHTEPECHO
OTMETHTb, 4TO JTUTENBHBII IPHEM JIEKapCTB COMPOBOKIAETCS 3amopoM, asmumcs rogamu (p = 0.01, T=
6.02).

6) YnorpeOiieHne HeCTEPOUIHBIX MPOTUBOBOCIIATUTENBHBIX JeKapcTBeHHBIX cpeacTB (NSAID) B Teuenue
JIBYX TIOCIEAHMX MECAIEB HE MOBPEIWIO Oe30MmacHOCTH mnpuemMa M 3(PPEKTUBHOCTH BHTAMapHHA.
[Manuentel, npuauMatommue NSAID B TedeHue IBYX MOCIEIHUX MECALEB, YINOTPEOISUIM BHUTaMapuH
Heperysipao (P = 0.06). beutn mony4deHsl nHGOPMATUBHBIE U JOCTOBEPHBIE CBEACHHUS O HOPMAaTU3alluU
MOTOPHKHM KHILCUHHKA U HcYe3HoBeHnH 3aropa (p = 0.04, T= 1.51).

7) Ilpuem aHTUOMOTHKOB B T€UEHHE 6 MOCIEAHUX MECALEB HE MOBpeau 3(p(HEKTUBHOCTH U 0€30I1aCHOCTH
npremMa BUTaMapuHa.

8) AHTHOMOTHKH, HCIOJb3yeMble i spamukammu H. pylori, He moBmusuin Ha 3PQPEKTUBHOCTH M
0€30MacHOCTh BUTAMaprHa; UH(QOPMATUBHBIE U JJOCTOBEPHBIE PE3YyJIbTaThl UCCIIEIOBAaHUS yKa3bIBalOT Ha
TO, YTO MPHEM aHTHOHOTHKOB IIPOBOIMICS B CBS3M ¢ abRoMHUHANBHOI matonorueii (p = 0.01, = 6.08) u
CONPOBOXKIAJICS MTOTEpeil Beca HeBbIsiCHeHHO# ATrosoruu (P = 0.01).

9) AHTUOMOTHKH, NPUHMMAEMbIE B CBSI3M C JOUCOAKTEpUO30M, (BCero 4 malMeHTa) HEe BIMSUIM Ha
3 PEeKTUBHOCTh M 0OE30IMaCHOCTh NpHEMa BHTaMapuHa, HO ObLIa OTMEUYEHa TEHICHIHSA K YCHUJICHHUIO
aGIOMHHANBHBIX 6OJIeil mocie OKoHYaHus Kypea jederns (p = 0.06, T=12.79).

10) AHTUOMOTUKH, HUCTIONb3yEMBbIE B CBSI3U C a0JJOMMHATIBHON MaToyoruel (mepen ucciaenoBanuem) y 18
[AlMEHTOB HE MOBJIMSUIM Ha 0€3011acCHOCTh pueMa U 3¢ (eKTUBHOCTh BUTAMAPHHA, HO, KaK YK€ YKa3aHo,
UX [PUEM OTHOCHIICS K CTATUCTUYECKHM 3HAYMMBIM JIAaHHBIM OTHOCHTENIbHO dpamukaunuu H. pylori (p =
0.01, = 11.84) u neuenuio qucbakTeprosa.

11) IIpuem anTHOMOTHKOB y 17 NIMEHTOB ¢ HEaOTOMUHAIBHOM MMAaTOJIOTHEN HE MOBJISUT Ha 0€30IacHOCTh
NpUMEHEHHUs U 3PPEKTUBHOCTh BUTAMAPUHA.

12) IloBTOpHBIE Kypchl aHTUOMOTHUKOTEpanuu (17 manueHToB) MPOBOAMIUCH B OCHOBHOM JUIsl OOJBHBIX
TCOaKTEPUO30M (COMPOBOXKIAIOIIMMCS TUapeeil /UM HEPEryJIapHbIM OMOPOXKHEHWEM KHILEYHUKa (P =
0.05,1=17.86).

13) Cnyyan BO3HMKHOBEHHUS IMaped IOCie MpHeMa aHTHUOMOTHKOB y 8§ MAalMeHTOB HE MOBIMUSIIM Ha
6e30macHOCTh U 3PPEKTUBHOCT BUTAMAPHHA.

14) IlpexacraBinsieT onpeaeaeHHbI HHTEPEC UCTOPHS JIEKAPCTBEHHON ajlJIEpruyu y NalMeHTOB Hallel
rpynnbl: U3 43 OTBETOB MBI OJIYYUIIH HHPOpMaIuio, uto y 17 maunuentos (39.5%) Obuiu ciiydau
MOJI0OHBIX aJNIEPTUYECKUX MPOSIBICHUMN, HO 3TO HE 3aTPOHYJIO CTAaTUCTUYECKYIO 0€3011acCHOCTh U

3¢ (peKTUBHOCTH BUTAMapHUHa U HE OBLIO CBSI3aHO C APYTUMU IpU3HAKAMHU.

15){annble npeamiecTBytonieil ncropun 6one3nu umenucsd y 21 (50.0%) manuenTta, OHU BKIIOYAIN P
JMarHOCTHUPOBAHHBIX 3a00JieBaHUMN: caxapHbId nuadeT (2), XpOHUYECKH maHKpeaTut (5 CTaTUCTHYECKH
noctoBepHBIX ciaydaeB (P = 0.02, 1 = 13.91), Bo3pacT mammpeHToB cocTaBis Goimee 60 - 69 ner) ¢
CEKPETOPHOU HEIOCTAaTOYHOCTHIO (4) pa3nuuHbie 3a0oieBaHus mueHu (6); BMOOABOK KO BCEMY HCTOpHS
3a00JieBaHUs SI3BEHHBIM KOJMUTOM (5) u Oonesnbto Kpona (1), moBTOpHBIE omepaiinu Ha xenyake (2) u
pEeBMaTOUIHBIA apTpUT (2) — HM B KaKOM CTeNeHW He BIMsIM Ha 3()(eKTHBHOCTH M 0E30MacCHOCTb
BUTAMapHHa Kak B OOl rpymme, Tak M B Tpylmne MaiueHToB ¢ 3aboneBanusiMu (¢ 16-ro mo 21-i
MpU3HAK).
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22) Bce 3azeiicTBOBaHHBIE B UCCIIE0BAaHUH 45 manneHToB uMenu kanoost (100%).

23) XamoOsl Ha cnaboOCTh, YCTAIOCTh W PaHHIOKW yTomisieMocTh y 26 (60.5%) manueHToB
cratucTHuecku noctoBepHo (P = 0.04) u unpopmarusro (I = 3.48) ucuesnn uepes 8 - 10 gueit ¢ Havaza
npreMa BUTaMapHHa; MPOI0JKUTEILHOCTD JKajlo0 B TEUEHUE MECSIIeB U JIeT (Mpu3HaKk 24) He MOBIUsIA Ha
3 PEeKTUBHOCTD U 0€301TaCHOCTh BUTAMapHHA.

25) XKanoOwl Ha abgoMuHanbHY0 60716 y 15 (36.6%) manueHToB HEe MOBIUSIN Ha 3(PPEKTUBHOCTD U
0€30MacHOCTh BUTAMapHHA; MPOJIOKUTEIHHOCTD KAIOO B TEUCHHE MECSIEB WU JeT (mpu3Hak 26) He
OKa3aJla HIKaKoro BIMAHUA Ha 3((EKTUBHOCTH U O€30MaCHOCTh BUTAMapHHA.

27) 11 (25%) manueHToB XalOBAJTUCh HA JAMAPEI0 M/MIU HEO(MOPMIIEHHBIA CTYJ, MPOJIOIHKABIIUICS
MecsIaMu 1 roJjamMu (Tpu3Hak 28), HO 3TO HE MOBIHUSUIIO HAa A3PPEKTUBHOCTH U 0€30IaCHOCTh BUTAMApHHA.

29) JKanoObl mamuMeHTOB Ha 4YYBCTBO OBICTpOro HamosiHeHus >xenynaka (15 manuentoB, 34.1%),
nponospkaronieecs rogamu (mpusHak 30 y 14 60ybHBIX), HE TOBIHSUTA Ha 3P (GEKTUBHOCTh U O€30MaCHOCTh
BUTAMapHHA, HO TeHICHIMSA K MX Npoaonkermo (P = 0.06, I = 8, 88) octaBanack akTyanbHOIl TaKKe I0CIe
JICUYCHUS.

31) XanoGwer GompHbIX Ha Oosmm B snuractpuu (11, 22.7%) nHe moBmusan Ha 3((HEKTUBHOCTH U
0€30MMacCHOCTh BUTAMaHPHHA, HO aHAJINU3bl IPOAOKUTEIBHOCTH YACTHBIX Kajno0 (mpu3HaK 32) BBISIBUIM,
YTO JUIANIMECS MECALAMH Kalo0bl (4 NAIMEHTa) CTATHCTHYECKH 3HAuMMO yMmeHbmmmuch (p = 0.02, T =
9.54) u xanodbl, msimuecs roaamu (7 TAMEHTOB) MCYE3IM II0CIIE MPOBEACHMSI Kypca JEueHUs
suramapusoM (p = 0.06, T=4.77).

33) XKano6sr 11, 25.0% manueHToOB HA YYBCTBO #OKEHUS B AMUTACTPUU HE MOBIUSIIN HA 3((HEKTUBHOCTh
¥ 6e30MaCHOCTh BUTAMApPHHA, HO ObLIM TECHO CBA3aHBI C MecsaMu Jursmumcs 3armopoM (p = 0.03 1=
8.45), 1 5TU MalMEeHTHl HE UMENU KaKUX-TH00 JaHHBIX 330(aroracTpoayoeHOCKONUU 00 U3BA3BICHUAX
(p = 0.01). ITpoaomKHUTENBHOCTD M3KOTH (MpU3HAK 34) He MOBIKsAIA Ha 0€30MacHOCTh U 3()(HEKTUBHOCTH
BUTaMapHHA.

35) XKano6el namuentoB (15.34.1%) Ha 4yyBCTBO %OKEHHS 3a TPYAMHON (IIPU3HAKU H3KOTH) HE
TIOBJIMSAIM Ha 6e301acHOCTh U A(BEKTHBHOCTD, HO NMoKasamu goctoBepryo (I = 1.14) Tennenmmo (p = 0.1)
K cTuxaHuio nocie 8-10 mHei npuema BuUTamapuHa. [IpoMOKHTENBHOCTH MPEIIIECTBYIONINX JKaio0
(mpu3Hak 36) He moBnMsiIa Ha 3((HEKTUBHOCTh U GE30MIaCHOCTh BUTAMapHHa, HO Obljla TECHO CBsI3aHA C
TIPOJIOKUTENBHOCTBIO JIPYTHX Kano0: a) abaoMuHanbHoi Gombio (P = 0.05, T = 6.99), b) mmapeeit n/umm
HeodopMieHHBIM cTyiaoM (P = 0.05, T = 6.99), a Taike MPOYMMH MOTOGHBIMU CHMITOMAMK; OJHAKO,
JTaHHAsl TeHJCHIIMS CUNTANIaCh JOCTOBEPHOM JIMIIb MTPH JUTUTEILHOCTH JKaJlo0 He MEHee OJIHOTO rofia.

37) XKanoObr manuentoB (6, 13.6%) Ha 3amop He TOBIUSIM Ha A(PGEKTUBHOCTH W 0€30MaCHOCTH
BUTamMapuHa. WM >xe TalueHThl, CTpajaroliyue 3armopaMd B TEUEHHE OJHOro roja (mpusHak 38)
IpUMEHSUIH ekapeTsa Goiee gacto (P = 0.01, I = 6.02) u umenu B anamuese SIJC (p = 0.05, 1 = 6.99), u
CTaTUCTHUYECKU HanexHble n nHppmaruBHble nanHbie (P = 0.01, | = 7.79) moka3biBarOT, YTO 3amopHl,
JUIALIMECs MecsllaMu, IPOXOAT Mocie MprueMa BUTaMaprHa.

39) XKanobsr mauuentoB (6, 14.0%) Ha HeMmoIHOE W/WIM HEPETYJISIPHOE OMOPOKHEHUE KHUIIEYHHKA HE
noBnusuin  Ha  3(deKkTuBHOCT ¥ 0E30MaCHOCTh BUTAMApHHA; aHAIM3  MPOAOJKUTEIBHOCTH
VH/IMBUIYaJIbHBIX JKaJ00 MoKa3all aHaJIOTHYHBIE pe3yNbTaThl (pu3Hak 40).

41) JKamoObl ManMeHTOB HAa TOTEPI0 Beca HEBBIACHEHHOW sThonoruu (6, 13.8%) He mMOBIUSAIM Ha
3¢ GeKTUBHOCTh W 0€30MacCHOCTh BHUTaMapWHa, OJHAKO, 37IeCh MPUCYTCTBOBAIHM BBICOKOWH(OPMATHBHEIE
B3aMMOCBSI3H C OMIYIIEHHEM XOKeHHs 3a TrpyamHoit (p = 0.02, T = 10.79) u omymeHneM *okeHHS B
smuractpu (P = 0.01, I = 11.76), 40 6110 OTMEUYEHO 0C06O.
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42) Y manueHToB ¢ MeTeopu3MoM (oTMedeHHBIM B 38 ciydasx u3 43 (88.4%) He HaOMIOAAIOCH HUKAKOTO
HETaTUBHOTO BJIMAHUS HAa 3(P(GEKTUBHOCTh U 0OE30MAaCHOCTh BHUTAMapuHA, TaKkKe HE ObUTH OOHApY)KEHBI
KaKue-TuO0 3HAuMTEJbHbIE B3aMMOCBSI3M C OCTANbHBIMM mpu3Hakamu. KajgoObl Ha METEOpHU3M,
TIPOIOJDKABIINICS B TeYCHHE OJHOro roja (mpusHak 43) GbumM cTaTHcTHdeckn BaxHbiMH (P = 0.01, T =
6.02) B OTHOILICHNH MALIMEHTOB C JOTOJIHUTEIBHBIMHU jKajJ00aMH Ha JUIsIIeecs rolaMyi YyBCTBO OBICTPOTO
HATIOJTHEHUS KeJy/IKa W OUIYUICHHE *OKEHUsS 3a TPYAHHOMN, MPUCYTCTBOBABIIEEe y HUX MeHee roga (P =
0.01; T=11:46).

44) Tonbko 3 manuenta (8.3%) uMenu HU3KHHA TeMOTJIOOWH, U 3TO HE MOBIHIO HA 3(P(EKTUBHOCTh U
0€30M1aCHOCTh BHUTaMapHHa, HO OBUIO CTATUCTHYECKH JIOCTOBEPHO CBSI3aHO C YYBCTBOM MOKEHHS 3a
rpymuHoii (p = 0.02, I = 10.79) u xoxenuem B snuractpun (p = 0.02, T=9.54).

45) HopmoxpomHas aHeMusi UMeJia MeCTO y | manueHTa.

46) Y 3 manueHTOB ObliIa MOBBIIIEHA CKOPOCTh oceaanus S3putporuToB (ESR) > 20 Mmm/4, 3TOT mokazaTenb
ObLT 3HAYMTEIILHO BBIIIE Y JIKII, B TEYCHUE MHOTHX JIET cTpaaronmx MmeteopusmoM (p = 0.04).

47) C-peaktuBublii 6erqox (CRO) > 5 mr/anm Habmogancs y 4 Mal@eHTOB; 3TOT MOKa3aTelb HUKAK HE
NOBIHUSUT Ha () (HEKTUBHOCTH M O€30MMacCHOCTh BUTaMaprHa.

48) IloBbllIEHHOE CcOJEp)KaHUE OENIbIX KpPOBSHBIX Tesell (JIEMKOUMTOB) ObUIO OIpeneraeHo Bcero y 1
NalMeHTa.

49) U3 34 ompomennsix 17 (50%) mauuentoB orBepriu uHuuupoBanHocTh Helicobacter pylori, 3
nanuenTa (8.8%) 3HanM 0 TOM, YTO SIBIISIIOTCSL €€ HOCUTEIISIMHU, OCTAIbHbBIE WIIM HE OBUIM OCBEIOMIICHBI O
CYTH BOIIPOCa WM OBLIN HEIOOOCIEeIOBaHbI, OJJHAKO 3TO HE MOBIUSIO HA 3P(HEKTUBHOCTH M 0€30MaCHOCTh
BUTAMapvHa, HECMOTpPS Ha TO, 4YTO I[IOKa3aTenu ObUIM CTaTUCTHYECKH Oojiee XapakTepHbI s
xporunyeckoro nankpearura (P = 0.05) u matonoruu nedenu (P = 0.05).

50) B pasnoe Bpems 31 namuenty (75.6%) nposoaunacsk OI'JIC, u 370 He noBnusAino Ha 3PPEKTUBHOCTD U
Oe3omacHOCTh BUTaMapuHa. AHanu3upys cpoku nposenenus O JIC (mpusHak 51), Mbl NpUIILIN K BBIBOLY,
YTO MAIMEHTaM C OIIyIIEHHEM JOKEHHS 3a IPyMHOMN 3Ta Ipomeaypa dame eero (p = 0.02, 1= 10.41)
NIPOBOJIMIIACH B TEUCHHUE TTOCIICAHUX HEJEIb.

52) beimu nonmyvens crnenytontue pe3ynbTatsl I JIC: HopmanbHas DT C (n = 5%, 16.7%), ¢ kapTuHOMH
BocmaneHus (ractput, nyoaeHut-13, 43.3%), ¢ sposusimu (10%, 33.3%) u s13BeHHBIMU U3MeHeHusIMU (2%,
6.7%), IpOBEeIEHHBIN B MOATPYIIE aHAINU3 TOKAa3aj, YTO 3TO HUKAK HE MOBIMUIO Ha 3(pPEeKTUBHOCTh U
0e30macHOCTb BUTamMapuHa. llanMeHTBl ¢ TacTpOAyOACHAIbHBIMM $I3BaMU  3HAUUTENIBHO Yallle
OTKA3BIBAJINCH OT JabHeiimero npueMa Butamapuna (p = 0.05, T=1.14).

53) V 5 nmammenToB (17.9%) Obla oOHapy)eHa MaTOJIOTHS MHUIIEBOIA, BCE MAIIMEHTHI UMETH pedITIOKC-
330(haruT, U 3TO HUKAK HE MOBIMUIO Ha 3(P(PEKTUBHOCTh U O€301IaCHOCTh MPUMEHEHUs BHUTaMapuHa. 4
HaryeHTa ¢ peQuIroKc-330paruToM UMETH HAadYaIbHYIO CTanI0 3a00JIeBaHUs U | MallMeHT UMEN TSKETYIO
dopmy (mpusnak 54) 6e3 kaxoit-mu6o Temmenmmu (P = 0.1, 1 = 2.39) k ofumemy yiIydIIeHHIO
CaMOYyBCTBHs. Y 3TOro MaifeHTa Takxke Oblila HEEepPeHOCHMOCTh BUTAMApHHA.

55) Tonpko y 1 mammenTta u3 Bcex, obcienoBaHHbIX npu nomomn OI'JIC, Obutn oOHapyX eHbI SI3BBI
U/WIN aKTHBHBIE PYOLIbI B TacTPOAYOJCHAIHHON 30HE, Y HEro HaOJtoJanach TEHACHLUS K YaCTUYHOMY
yayuniennto obutero cocrosuus (p = 0.09, T=2.71).

56)Y 11 (37.9%) nauueHToB ObUIM BBISBJICHBI SPO3UH B racTPOyO/I€HAIIbHOM 30HE M 3TO HE MOBJIHIO
Ha 3QPEKTUBHOCTH U OE30MMACHOCTh BUTAMapHHA.

[Ipusnaku HaumHasg ¢ 57 g0 69 ObLIM TIPOAHAIM3UPOBAHBI MPHU OIleHKE mpu3HakoB 71 u 73 (oOmrast
OIICHKA).
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70) 10 (23.8%) mamueHTOB MpeKpaTUIN JAIbHEUIINNA MpUeM BUTaMapuHa, HO 3TO HE OBLIO CBS3aHO C
HETIEPEHOCHMOCTBIO MPOIYKTA.

72) IIpoaomKUTEeNbHOCTh KIMHUYECKOro HaOmrofeHus (MpUMEHEHUs BUTaMapHuHa) cocTaBmwia: 1 - 2
Hepenu—-25 (61.0%) nanuentos, 4 negenu—7 (17.1%); 6 venenv—2 (4.9%); 8 nenenb—2 (4.9%); u
oomsee 8 Henenb—>5 (12.2%). IlanmenTsl, cTpanaromnye 3anopaMmu B TedeHne Mmuorux mecsies (p = 0.03, )
= 8.45), Kak npaBwWiI0, YIOTPeOIsIM BUTAMapuH Oosiee 2X Heelb.

73) CM. BblLIe

74) 70.7% manueHTOB PETyISIPHO MPUMEHSUTH BUTAMAPUH U 3TO HUKAK HE MOBJIHIIO Ha O€30MaCHOCTD H
3 PEKTUBHOCTh TAaHHOTO MPOAYKTA. Te, KTO MCIIONb30Bal Mpernapar HePeryIsipHO, UMEN TeHICHIIMIO K
TIOHMKEHHIO ero 103upoBku (P = 0.06, I = 6.64) u cnabyo TeHAeHIMIO K (POPMUPOBAHUIO MOOOUHEIX
sddekros (p = 0.09, T= 0.68).

75) CHukeHue 103bl BUTaMapuHa (MAUEHT YMEHBIIWI I03UPOBKY CaMOCTOSATEIbHO) HE MOBIMSIIO Ha
3¢ PeKTUBHOCTD U 0€301IaCHOCTH IIpenapara.

76) ¥ 10 nmauuenToB u3 42 (23.8%) 6b11u 00HApYKEHBI pa3HOOOpa3Hble MOOOYHBIE YPPEKTHI, U ITO HE
noBIUsUI0 HA 3¢ (dekTuBHOCTS BUMTaMapuHa. [1lo6ounbie 3¢hdekTsl ObUTH HEpEe3KO BBIPAKEHBI U MCUE3IH
1ocje TMpeKpameHuss npuema mnpenapara. CTaTHCTUYECKH BaXXHBIMH, HO HEMH()OPMaTHBHBIMU
IpU3HAKaMH, CBA3aHHBIMU C MOOOYHBIMU peakUUsMHU, OblIN: yBenuueHUe yucia jgeiikonuros (P = 0.02) u
notepu Beca (P = 0.02). Y Takux nauuMeHTOB UMENAch TEHACHLIUS K ObICTPOMY OIIYIIEHUIO TIEPENOIHEHUS
xenyzka (p = 0.06) ¢ Bbicokoii nubopmatusHocTsio (1 = 9.95).

Burtamapun cripoBouMpoBain yxyalIeHHe CUMIIOMATUKH TOJIbKO y 1 manuenTa (2.7%), mpueM npenapara
ObL1 npekpaiteH. Jlannas rpynmna BitoudaeT emre 5 (10.9%) nanueHToB, nepeyrciIuBIINX TOOOYHbIE
3¢ (exThl: BKYCOBBIE 0COOCHHOCTH BUTAMapHHA, MOBBIIICHUE aNleTuTa U yBenuueHue Beca. Ocraromieecs
YYBCTBO NEPEIOIIHEHUSI BEPXHUX OTAENIOB MUILEBAPUTEIHLHOTO TPAKTa MOCie MPOXOXKICHHUS Kypca
BUTaMapHHA CTATUCTHYECKH JIOCTOBEPHO COTJIACYeTCs ¢ MOOOYHBIMU 3(ekTamu, onpeaensieMbIMI KaKk
TakoBble manuenTamu (P = 0.03, I=7.91) n, Ha060OPOT, NAIMEHTH! He OTMEUATH MOGOUHBIE YPPEKTH KaK
TaKOBBIE B TOM CITydae, KOT/Ia OIIyIIeHHe GBICTPOTO HAMIOTHEHHMS kKeTyKa otcyTeTsoBao (P = 0.04, T=
5.46). Takas cuTyanus xapakTepHa IrJIaBHbIM 00pa3oM /115l O0IbHBIX XPOHUYECKUM MMaHKpeaTuToM (P =
0.04) 1 cTpasaroLMX €ro OCI0KHEHUSIMUA — CEKPETOPHON HEI0CTaTOYHOCTHIO MOIKENTYIOUHOMN sKeTe3bl (P
< 0.05), HO B CBsI3U C HEOOJIBIIUM KOJMUYECTBOM MALMEHTOB JaHHBIN (aKT HEAOCTATOUHO HH(OPMATHUBEH.
77) 30 (75%) mamueHTOB cOrjacUiIMCh Obl NMPHUHATH y4yacTHE B JPYrOM KIMHHUYECKOM HCHBITAaHUU
BUTaMapHHA.

78) KonmuecTBO HCMOJNB30BAaHHBIX YIIAKOBOK BHTAMapuWHAa HE TOBJIUSUIO Ha €ro 3(QQEeKTUBHOCTh W
0€30MacHOCTb.
6. OOcy:kaeHue pe3yJibTATOB
B KJIMHUYECKOM HCIBITAaHUHM IUETHYECKOTO MHUIIEBOTO NMPOAyKTa «BuTamapuH» NpUHUMAIH
yuactue 46 nauueHTtoB. JlaHHble 45 M3 HUX ObUIM NPOAHAIM3UPOBaHbI (OAMH MALIUEHT HE
SBUJICSI HA KOHTPOJIbHBIA ocMoTp). OOI1ee KOJMYECTBO MAIMEHTOB COCTOsI0 U3 26 (57.8%)
xeHIH U 19 (42.2%) myxuuH B Bo3pacte oT 23 no 73 ner, 63.4% u3 HuX ObUM MOJIOKE 55
JeT, 4TO BIIOJIHE COOTHOCHMO C OOIIei KapTHHOH BO3pAaCTHOTO COOTHOUICHHS MAIMEHTOB B
JlaTBum.

[Tocne 8-10 npHell mpuMeHeHUs BHTaMapHHa, TaK Ha3. «KOPOTKOoro kypca» ~ 33 (76.8%) mauueHta
OTMETHJIM yJy4IIeHHE WU TIOJHOE HCYE3HOBEHHWE CHUMITOMATHKH W Toibko 10 (23.2%) mammeHTOB
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yIy4IIeHUs HE 3aMETWIM WM OTMEUYalHM, 4YTO CaMOYYBCTBHE YXYAIIWIOCh. B KOHIlE HaOMIOICHUS
pe3ynbTarhl  ObUIM TMOXOXXHMH. HYXKHO OTMETUTh, YTO JaHHBIM pe3ylbTaT OBLI JOCTHUTHYT C
WCITOJIb30BAHUEM MHUHHUMAJIBLHON MPOGUIAKTHYECKOW CYTOYHOM 703bI 50 Tp. BMECTO TepameBTHYECKON
no3sbl, nocruratomeii 7o 200 mr/cytku. Bno6aBok ko BceMy TOJIBKO MOJOBHHA MAIlMEHTOB MpPOAOIIKaia
npUHUMAaTh BUTaMapuH Ooinee 8-10 mHEH, XOTA UIMTEIBHOCTh PEKOMEHIYEMOTo MpOodUIaKTHYECKOrO
Kypca mpreMa BUTaMaprHa JI0JKHA COCTAaBIISATh HE MEHEe OJHOI0 MecsIa.

Hamm pe3ynbrarel HE Takue BBICOKME, KaK OIMMCAHHBIE B JIMTEpAType, HO 3E€Ch HYXHO MPUHSITH BO
BHHUMAaHUE, YTO B 3TUX MPEABLAYIINX UCCICTOBAHMSIX MAIUEHTHI OTy4aid KOMOMHUPOBAaHHOE JieueHue. B
HallleM >K€ Cllydae TOJbKO 2 MalMeHTa C SI3BEHHBIM KOJIUTOM JOMOJHUTEIBHO MOJIy4ajd OCHOBHOE
JIeYeHUE MECAIa3MHOM. YIIydIllIeHUue He ObUIO CTATUCTHYECKH 3HAUYMMBIM JIJIsl TAIUEHTOB, HE CTPAIAFOIINX
caxapHbIM auabeToMm, MmoTepeill Beca U MMEIOIUX HOpMaJbHbIe MOKA3aTeNIN JEHKOIMTOB, T.€. A «Oojee
3I0pOBBIX» ManueHToB. [locie Gosnee MIMTENFHOrO Kypca MpreMa BUTaMaphHa HaOJI0AaIiuch MOA00HbIE
pe3ynbTaThl: 0e3 ynaydlleHHs AJisi MalMeHTOB, HE CTPAJAIOIIMX CaxapHbIM Aua0eToM, MoTeped Beca U
a0IOMUHAIIBHBIMH OO0JISIMU, UMEIOIINX HOPMAJIbHBIE MOKA3aTeNn OENbIX KPOBSHBIX TEJEIl.

Ocoboe paeiicTBUE JTaMUHAPUH, 3aKIIOYAIONIEECs B TOM, YTOOBI «IIOMOTaTh OOJBHBIM M HE NPUYHHATH
Bpeia 30pOBBIM» OBUIO OTMEUYEHO BIIEPBBIE BO BpeMms uccieaoBanus B 1969 r (55), xora BnocieacTsuu
NOSIBUJINCh BECbMa IPOTHUBOpeunBhIe MaHHBIE (56-58). IlammenTtsl 06e3 monokuTenpHOro 3¢¢exra
CTapaloTCsl He MPUHUMATh BUTaMapuH nojbiie 8-10 mHelr mepBoro kypca (p = 0.07). Tak kak B Hamiem
UCCJIEIOBAaHUH HE OBLJI0O KOHTPOJBHOW TPYMIBI, TO BCTaeT Bompoc o0 addekre miamnedo. Y MmanueHToB ¢
dbyHkoHanpHOU aucnencuer ekt miamnedo coctanisier 35% - 40% (11 pacTUTENBHBIX MPOAYKTOB
naxe 16-71%), oH He 3aBUCHT OT M0J1a, BO3pacTa, MPEAbIAYIIeH CUMIITOMATHKU, HO OH CHUYKAETCS Y JIMII C
noHKEeHHBIM BecoM (59). C aToii Touku 3peHust 3¢p(HeKTUBHOCTh BUTAMApHUHA MOXKET ObITh pacIieHeHa KaK
BBICOKAs.

7. Anaimn3 ¢GaKTOpoB, CIOCOOHBIX HEraTHUBHO NMOBJMATH HA [eHCTBUE rejs, COAepPKalIero

BUTaAMapHvH

[Ton1 1 BO3pacT manyeHTa HUKaK He BIUAIOT HA 3(pPEeKTUBHOCTH U O€3011aCHOCTh BUTAaMapHHA.

CormacHO CTaTUCTUYECKH TOCTOBEPHBIM JaHHBIM, BUTAMapHH JOJIbLIE UCIOIb3YIOT )KEHIUHBI.

HecmoTpst Ha TOT (hakT, YTO MOKUIIbIE MAILIMEHTHl UMEIOT OOJbllIee KOJIMUYECTBO 3a00sIeBaHuUl,

HaJINYME MOCIEIHNX HUKAK HE BJIMSAET HAa UCXOJ JICUEHHUS.
M3MeHeHHe HHJeKCca MacChl Teja MAallMeHTOB He BIUSAET Ha 3(PPEKTUBHOCTh U O€30MaCHOCTh BUTAMApHHA,
U BBICOKMH MHJEKC Macchl Tena (>30.0) Takxke He yxyauman pe3yiabTarbl. Ho Mbl JOMKHBI TOTYEPKHYTH,
YTO B MCCJIEJOBAHUU € MPUHUMAIIN y4acTHE MAIUEHThl C HU3KUM MHJIEKCOM MAacChl Tejla U NOHWKEHHBIM
MUTaHUEM.
PerynspHoe npuMeHeHue APYTrUX JEKAPCTBEHHBIX cpeACTB (riaaBHBIM oOpazoM, HIIBII u aHTHOMOTHKOB)
HE BIMUI0O Ha 3((EeKTUBHOCTh M 0E30MaCHOCTh BUTAMAapHHA; MHTEPECHO C BBICOKOH CTaTHMCTUYECKOM
nocroBepHocThio (P = 0.01) 1 mnpopmatuBHOCThIO (I = 6.02) OTMETHTb, YTO JONTOBPEMEHHOE
IIPUMEHEHUE JIEKAPCTB CONPOBOXKIAECTCA 3alopaMu, UIAIMMUCSA rojgamu. HanmpoTus, y DanueHTOB,
nony4yaBmux Jedenue HIIBII, kak mnoka3ano Hamle HCCleOBaHUE, HAOIIOJAIOCh CTaTUCTUYECKH
JIOCTOBEPHOE HMCUYe3HOBEHHUE 3amnopa. Ha npumepe odeHs Gosblioro uccienoBanus, Bkiatouasmiero 10007
YEJIOBEK, M0 OMPOCHHUKAM ObLIO 3adukcupoBano 24,9% auCnencuyecKux ajiod, HO MyJbTHUBApUAHTHBIN
aHanu3 ykazan Ha HIIBII kak rnmaBHyro mpuuMHY JMCIENCUHM, Ha BTOPOM MeCTE CTOsUIO0 KypeHue (>20
curaper B JieHb) ¥ 0e3paboTHuIia U TOJIBLKO MOCIeHee 3aHnMana nHdeknus, ceszannas ¢ H. pylori [60].
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Hannuue B anamHe3e nuaped MoOcCIe MPOBEICHHOTO Kypca JICYCHHS] aHTUOMOTUKAMU HE TOBIUSIO HA
3¢ (HEeKTUBHOCTh M 0E30MACHOCTh BHTAMapHwHA. AJUIEPTUYECKHE PEaKIMU HAa MEJAMIIMHCKHE Iperaparhl
BCTPEUYAINCh JIOCTAaTOYHO 4YacTO B Hamield rpynmne nanueHtoB (39.5%), HO CTaTUCTUYECKH HUKAK HE
oTpazuiuch Ha 3¢pdexTuBHOCTH W 0€30MaCHOCTH BHUTaMapHMHA U HUKAK HE OBLUIM CBA3aHBI C JAPYTUMHU
npu3HakaMu. Bce Bbllieyka3zaHHOE MOXET ObITh PacIieHEHO KaK OYeHb MOJIe3HOE OTKphITHE. B03MOXHO,
QIbTMHOBSL KHUCJIOTa 00Ja/JaeT aHTHUAJUIEPTUYECKUMHU CBOWCTBAMM, YTO MOATBEPHKIAETCS JTaHHBIMU
skcniepuMeHnTa (61).

Y 21 (50.0%) mnamuenTta OblIa paclIUpeHHAas HCTOpuUs OOJE3HW, BKIOUaromias B cels aualder,
XPOHUYECKHM TaHKpeaTuT, 3a00JeBaHMs TEYCHU, SI3BEHHBIM KOMUT W 0oje3Hb KpoHa, MOBTOpHBIS
ofepanuy Ha KelyJKe U PEBMATOUAHBIA apTPUT, HO ATO HUKAK HE TOBIUSIO Ha 3(PPEKTUBHOCTh U
0e30MacHOCTh IpHEeMa BUTaMapuHa Kak B LI€JIOM, Tak M B rpynmnax mo 3aboneBanusiM. B nutepatype
CYIIECTBYET J0Ka3aTelIbCTBO, YTO AMCIICNICHS Yallle BO3HUKAET Yy JIMIl ¢ comaTu3anuei (62). Brnusnue
BUTAMapuHa Ha OMpeJelieHHbIE CUMIITOMBI cucTemMatu3upoBano B Tabmume 3.26 (60,5%) marmueHTOB
YKAJIOBAIKMCh Ha CJIa0OCTh, YCTAIOCTh M OBICTPYIO YTOMJISIEMOCTh, KOTOPBIE CTATUCTUYECKH TOCTOBEPHO
nponu nocie 8-10 mHEH MCmob30BaHMS BUTAMapWHA HECMOTPS HA TO, YTO JI0 3TOTO COXPAHSUTUCH Y
MAIMEHTOB B TCUECHUE HECKOJIBKHUX MECSIICB WIIH JIET; MOJOO0HBIC )KAIOOBI HE TIOBIUSIN Ha 3()PEKTUBHOCTH
U 0e30macHOCTh TMpHeMa BUTamapuHa. [IpuHMMas BO BHUMAaHUE OINKMCAHHBIC B JUTEpaType
MHOTOYHCIICHHOCTh, OHOJIOTUYECKOE PAa3HOOOpa3We W HYTPUTHUBHBIM KOHTEHT, JAHHOE HCCIICOBAHUC
OBLJIO CHEIMAIBHO 3aTUIAHUPOBAHO, YTOOBI MTOATBEPANTH HANTy PA0O0YYIO THIIOTE3Y.

Kananckue uccrnenoarenu oOHApYKUITH, YTO YCTAIOCTh SBJISETCS OYEHb PACIPOCTPaHEHHBIM CUMIITOMOM
IpU CUHIPOME Pa3JIpakKeHHOTO KHUILIEYHHMKA y TMAIlMEHTOB C JIEKAPCTBEHHOW HENepeHOCUMOCThIO (63) (B
HAIIIEeM UCCIIEIOBAaHUH «C aJIeprHel K JIEeKapcTBam»).

Kano6sl Ha abpomuHaneHbie 6011 y 15% (36,6%) manueHToB u NPOAOHKUTEILHOCTD 3TUX Kallo0 HUKAK
HE TIOBIUSUTH Ha 3P(EKTUBHOCTh M 0€30IIaCHOCTh BUTAMApPHHA.

Tabauna 3. Bausinue | leiicrBue/3¢pdexruBnoc | locroBepHocTb "
BHTAMAPHHA Ha  OTIeJbHBbIE | Th HH(POPMATHBHOCTH
CHMIITOMBI.
IIpu3Haku/cHMITOMBI/IIPOSABJICH
usi
Veranocts, cnabocts m 6picTpas | [Tpoxomst uepes 8 - 10 | p=0.04;1=3.48
YTOMIISIEMOCTD JTHEe
AbnoMuHanbHas 00Ib be3 uzmenenus NS
OyHKIMOHANbHAS AUapes be3 nzmenenus NS
Omrymienne OpIcTpOro HarmoMHeHUs | Bobirei yacteio | p = 0.06; 1= 8.88
(B amiMracTpum) ocTaercs
Bbonb B sniuractpun 3HAYUTEIBLHOE p =0.02; 1=954
YMEHBLIEHUE ooneit, | p = 0.06; 1=4.77
JUIALIUXCS. MECSALIaMH;
TenneHuus K
YMEHbILIEHUI0 y OoJel,
JUTALIAXCA TO U 0oJstee
UyBCTBO JX)KEHHUS B IIUTACTPUU bes nusmenenuit NS
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UyBCTBO KEHUS 32 TPYIUHON Tennenmus x cHmkenuio | p=0.1;1=1.18
yepes 8 - 10 qHei

OYHKIIMOHATBHBIN 3a110p Ucuezaer ©Ha wmecsansl, | p = 0.01; 1=7.79
3¢ ekt ToITOBpEMEHHBIN

Hapymenns onopokHeHus | bes nsmenenui NS

KHIIICYHUKA

[ToTteps Beca HensBecTHOH | be3 usmeneHuit NS

3THOJIOTUU

Mereopuszm be3 uzmenenuit NS

HOCKOJIBKy 9TOT CUMIITOM OTHOCHUTCA K TaK Ha3bIBAECMBIM «TPEBOXXHBIM)» CUMIITOMAaM H CBsA3aH C
IMOBBLIIICHHBIM PUCKOM CEPLE3HOI'O 33.6OJ'ICB3.HI/I$I, TO HA3HAYCHHWC BUTaMapKuHa B JTaHHOU CUTyauuu Oe3
KOHCYJIbTAallU Bpada pUCKOBAHHO, XOTs IJIS1 HAIIMX ITAHUCHTOB HUKAKOH OMacHOCTHU B JaHHOM CJIydac HE
BO3HHKIIO.

11 (25%) manmeHTOoB >KalnoBajJIkCh HA JUAPEI0 U/UIN HEO(OPMIICHHBIN CTYI, IPOJOJIKABIINICS MECSIaMU
Y TOJIaMU, HO 3TO HUKAK HE MOBIUSIIO Ha 3 (EeKTUBHOCTH U 0€30MacHOCTh BUuTamapuHa. Hare
UCCJIEJOBAaHHME YKA3bIBAET HA TO, YTO TAKUMH Kajl00aMU CTPaJatoT B OCHOBHOM IallUEHThI C CUHIPOMOM
pa3apa’KeHHOr0 KUIIEYHUKA U OLEHKAa AeMCTBUS BUTaMapuHa JUIsl TAKMX HAllUEHTOB TPeOYyeT OTENbHOIO
n3ydeHus. JKaaoObl marueHTOB Ha YyBCTBO OBICTPOTO HaIOMHEHU xenyaka (15 cinyqaes, 34.1%),
KOTOpoe y 14 u3 HUX COXpaHsIIOCh TOJJaMH, HE MOBIUSUIN Ha 3()()EKTUBHOCTH B O€3011aCHOCTh
BUTAMapHHa, HO JaHHas TeraeHius (p = 0.06, I =8, 88) coxpaHsiack 1 1ocie OKOHYAHHS Kypca JICUCHHSL.
Omnrynienre OpICTPOr0 HACBILIEHUS MOCIE MpUeMa HEOOIBIIOr0 KOJMYECTBA MUIIU — 3TO KIACCUYECKUI
NpU3HaK (QYHKIIMOHAIBHON AUCHENCHH, OH JIOJDKEH pacCMaTpUBaThesl Hanbosee JOCTOBEPHO MOCIie
npuemMa xupHoi nmuiy (64). He ocTaBisieT COMHEHHI, YTO HAMITYUIIIHE PE3YIbTaThl JICUCHUS
(GyHKIIMOHATHHON AUCIIETICUU B ATON CUTYAIIUU MOTYT OBITh JOCTUTHYTHI HCTIOJIb30BAHUEM
IMPOKMHETUKOB, TAKUX KaK METOKJIONPAaMUJ] UM TOMIIEPUJIOH.

XKanobpl manueHTOB Ha OONb B AMUTACTPUHM HE MOBIMUSIM Ha 3(PPEKTUBHOCTH U 0OE30MACHOCTH
BUTAMapWHA, HO aHAJIM3 MPOJOHKUTEIBHOCTH WHIMBHAYAIBHBIX KAJI00 YyKa3blBa€T Ha CIICAYIONIYIO
TEHJICHIIMIO: €CJIN KajI00bl MPUCYTCTBOBAIH J0JTO€ BpeMs (UTHIIUCH TOIaMH ), OHU UCYE3aJIH, HO €CJTH OHU
MPOJIOHKAITUCH B TEYCHNUE HECKOJIBKUX MECAIIEB, TO OHU CTATHCTUYCCKU 3HAYMMO yMeHbmanmuch (P = 0.02,
[ = 9.54). JlTomxHO GBITH OTMEYEHO, YTO ITH KATOOBI SBISIOTCSH KIACCHYECKUMH IPH (YHKIMOHAILHOM
nucriericud.  J[7s TakuxX TIAMEHTOB PAaHIOMU3HPOBAHHOE IUIANE00-KOHTPOIUPYEMOE KIMHHUYECKOE
ucnbeitagre Cochran mpu MOMOIIK MeTa-aHaIu3a MOATBePKaaeT 3PPEKTUBHOCTD TEPATUH HHIHOUTOPaMHU
MPOTOHHOUN TOMITHI (55), XOTS MPUYHUHBI TaKuX Oosielt MOTYT ObITh pa3nuuHbiMU (58). XKanoOb! marueHToB
Ha YYBCTBO *OKEHHUS B DMHUTAaCTPUU HE OKa3alu BIUSHUS Ha Y((HEKTUBHOCTh U OE30MaCHOCTh BUTAMAPHHA,
HO OBLIM TECHBIM 00Pa30oM CBS3aHBI C JUIAIIMMCS Mecsuamu 3armopoM (p = 0.03, 1 = 8.45), u y Takux
nanueHToB npu nposeneHun I JIC 138 o6HapyskeHo He O6buto (P = 0.01). JlaHHBIM cUMIITOM THIHYEH IS
(GYHKIIMOHATBHOM AUCTIETICHH, OUY€Hb PACIPOCTPAHEH MPH racTpold3odareaabHO peduIroKCHON 00JIe3HH, 1
JIeYeHHEM BbIOOpA B TAHHOM CITydae SIBIISICTCS MPUMEHEHHE HHTUOUTOPOB MMPOTOHHOMN TTOMITHI.

’KanoOpl ManMeHToB Ha YYBCTBO OKEHMs 32 TPYAMHOH, YTO camMoO MO cele SBISIETCS KJIACCHYECKUM
CUMITOMOM racTpod3odareaabHOpedIIOKCHOM 00JIe3HH, HE TTOBISWIN Ha 3((HEKTUBHOCTH U 0€30MaCHOCTh
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BUTaMapHvHa U IOKa3bIBalOT JTOCTOBEPHYIO TEHACHIMIO K YMEHbIIEHHIO uepe3 8-10 nHeil kypca jedeHus.
BeposiTHO, 3TO MOKHO OTHECTH Ha CYET albIrUHATa HATPUs, COJACPIKALIETOCS B BUTAMAPHHE U CIIOCOOHOTO
00pa30BbIBATH 3AIUTHBIA CIM3UCTBIA CION U TaKke 00JIaJaroIero aJfcopOCHTHBIMU XapaKTEPUCTUKAMU,
U3Yy4EHHBIMH M IPUMEHSIIOIIUMUCS B KIMHHYECKOM npakTuke (Hamp., Gaviscon (59)).

XanoObl manueHTOB Ha 3amop B TEUYEHHWE Mecsla Iocje MpueMa BUTaMapuHa wucye3aroT. JlaHHbII
3¢ dexT BUTamMapuHa MOATBEPXKICH CTATUCTHUYECKH TOCTOBEPHBIMU JaHHBIMU 0O€3 HaHeceHus yiiepba
Oe3omacHocTH mnpenapara. Hawmyumme pe3ynpTaThl IOJIYyYEHBI Y TE€X NAILMEHTOB, KTO MCIIOJIb30Ball
npenapar B TedeHue 2-4 Hemenab. OTO COrJlacyeTcss M C JaHHBIMM M3 TEYAaTHBIX MCTOYHHUKOB.
CTaTuCTUYECKH JIOCTOBEPHbIE OTKPBITHS YKa3blBalOT Ha TO, YTO MALMEHTHI, CTPAJAIOIIKE 3all0pOM B
TEYEHHUE OJHOTO0 Toja, Yallle Moab3yITcs JiekapcTBamMu U uM yaiie npoBoautcs II'JIC. Bo3moxkHo, yTo
u3-3a HEOOJIBIIOr0 KOJIMYECTBA MAIEHTOB HaM HE YAaJoCh MOJIY4YUTh Oojee TOYHBbIE Pe3yJbTaThl.
Hapymenue nedexanuu y 601bHBIX (PYHKITHOHAIBHON JUCTIETICUEH SBIISIETCS OOIIEH jkato00M, TOCKOIBKY
ObL10 3aUKCUPOBAHO y 4 MAIMEHTOB U3 5, CTPAAAIOIIMX 3aOPOM B Ka4eCTBE OCHOBHOTO 3a00JIeBaHUS
(34%) [62].

XKaoObl manMeHTOB Ha HETOJHOE W/WIIM HEPETYJSPHOE OMOPOKHEHHE KUIIEYHHUKA, YTO MOXKET OBbITh
pPaclEHEHO KaK BO3MOJKHbIE NPHU3HAKU CHHJPOMA pa3gpakKEHHOIO0 KHILIEYHHKA, HE IMOBJIMSUIM Ha
3 PEKTUBHOCTh U 0E30MACHOCTh BHTAMapWHA, TO K€ OTHOCHTCA W K aHAIU3y MPOIODKUTEILHOCTH
xaio0.

[loTepss Beca HEBBIICHEHHOM ATHOJOIMM, OTHOCHMAsl TaKK€ K «TE€BOXHBIM» cumnTomam (61), He
noBiusia Ha 3QGEeKTUBHOCTh U 0€30MaCHOCTh BUTAMapHHA, 3TOT CUMIITOM CTaTHCTUYECKH JIOCTOBEPHO
CBSI3aH C YYBCTBOM MXOKEHHUS B SIUTACTPUM WK 3a rpyAuHod. CienyeT OTMETHTh JIOCTOBEPHYIO CBSI3b
MeXy TIoTepei Beca u aucrerncuei (62) (B HallleM ciIy4ae OHA MOKET ObITh OTHECEHA K UYBCTBY HOKEHUS
B DMHUracTpajbHON 00nacTu). B nHTEpHETE MOXKHO HANTH OOJBIIOE KOJUYECTBO PEKIAMHBIX MMyOTUKaIIUn
110 TTOBOJY «BO3MOXKHOCTHU TOXYJIEHHs» (TIOTEpH Beca) B pe3yibTare yMOTPEOJICHUS Telis, COAePIKaIIEeTo
namuHapuio. Taxke HEeKOTOpbIE HAlllM MAllMEHThl OTMEYaNH, YTO «KENyI0K YMEHBUIWICA B pa3Mepe», HO
3T0 HE OBbUIO CBSI3aHO B 00BEKTHBHOW moTeped Beca. C pyroil CTOpOHBI, 2 TMAIMEHTa C BBICOKUM
MHJIEKCOM MaccChl TeJla Ha MOBBIIIEHUE alllIeTUTa KaK «HEeXelaTelbHbIIN» 3 (DEKT.

MeteopusMm, npucyrctBoBaBmuii y 38 uz 43 manuentoB (88,4%), He moBnusa Ha 3)(PEKTUBHOCTH U
0e30MacHOCTh BHTaMapHHa W He OBLI CYIIECTBEHHO CBSI3aH C JAPYTUMHU TpU3HaKamMu. Bo3MOxkHO,
MpOJUICEHHWE Kypca JIEYEHHUS B JIaHHOM CiIydae Jajo JOMOJHUTENbHBIN 3¢dekT. Heckonpbko manueHToB
OTMETUIN A(P(PEKT «yMEHBIICHHUS JKEIyAKa», KOTOPBIA MPEANONOKUTEIHbHO MOXKET OOBACHATHCA
CHUHPOMOM pa3/IpakeHHOro KuuieyHuka. OHaKo, 3TUOJIOTMM METEOpU3Ma BKIIIOYAET B ¢€0s1 MHOXECTBO
pa3nuYHbIX 3a00JeBaHMM, a JaHHAs TpyINa MalWEeHTOB ObUIa JIOCTATOYHA Maja s TOro, YTOOBI
OLICHUBATh JOCTOBEPHOCTh PE3YJITATOB B €€ MOATPYIIIIE.

Huskuit remornobun Obi1 oOHapyxkeH Bcero y 3 (8,3%) manueHTOB, €ro ypoBeHb HE TMOBIHSAI Ha
3¢ ekTHBHOCT, U 0€30MacCHOCTh BHTaMapHHA; OH JOCTOBEPHO COOTHOCHIJICS C YYBCTBOM JOKEHHUS 3a
rpyauHoit (p = 0.02, I = 10.79) u uyBcTBOM s0KeHns B srmractpun (P = 0.02, T=9.54).

[ToBeimennass COD umeno MecTo B 3 ciayyasx W HE MOBIUsIIa Ha d(PPEKTUBHOCTH U OE30MaCHOCTH, HO
HaOMolanach 3HAYUTENHHO Yalle y MAlMeHTOB C JTUTEIBHBIM METEOPU3MOM B aHaMHe3e (B TEUCHUE
Heckonpkux JieT) (P = 0.04). ¥V 4 nanmenTtoB Okt moBbiiieH CPB, HO 9T0 He moBUsAI0 Ha A (HEKTUBHOCTH
1 06€30MacHOCTh BUTaMapHHa.
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[MonoBuHa mnamnmeHTOB aymanu, 4ro He umeloT wuHpekuuo Helicobacter pylori, 3 (8,8%) Obun
OpoMH(GOPMUPOBAHBl O €€ HAIWYHMH, JPYTHe >K€ WIM He OBUIM OCBEJOMJICHBI WM HEIOCTaTOYHO
o0cJe10BaHbl, HO 3TO HE MOBIHUSIO HA YPPEKTUBHOCTD U OE30MACHOCTh BUTAMapHHA.

XoTs NaHHBIE OBLIM CYIIECTBEHHO BBIIIE B ciy4yae XpoHuyeckoro mnankpeatuta (P = 0.05) u
3aboneBanuii neuenu (P = 0.05). Caexyer OTMETUTH, YTO XapaKTep JUCHEIICHUCCKUX KAIT00 HE OTIIHYAJICS
y uHUIUpOoBaHHBIX U HeuHpuImpoBaHubix Helicobacter pylori mamuenTtoB (63), HO CHIBHO BhIPasKEHHBIE
JIMCTICTICHYECKUE CHMIITOMBI XapaKTepHbI Il HAanOoJiee BUPYJICHTHBIX MITAMMOB 3TO# Oaktepuu (64).

B pasnmuunoe Bpems 31 mamuenty (75,6%) Obuia mpoBeneHa 330(aroracTpoyoIeHOCKOIUS, U 3TO HE
HOBIHUSUIO HAa Y(PQPEKTUBHOCTh U OE30MACHOCTh BUTamMapuHa. HopmanbpHas sHAOCKONHWYECKas KapTHHA
HabIo1amack ToNbKO B 16,7% ciydaes. [lo cpaBHEHUIO ¢ UCCIIeJOBaHHEM, ITPOBEICHHEBIM B [lombIme, 3ToT
npoueHT Obul Bhime -23% [65], HO B ciy4yae HalIero HCCIEIOBaHUS HPUYUHOW OSTOMY SBISIOCH
npeobiiajaHie MaUeHTOB MOXKUIOro Bo3pacta. AHanu3upys BpeMeHHble oTpe3ku nposeneHus DIJIC,
CTAaHOBUTCS CTATUCTMYECKU OYEBHUIHO, YTO B TEUCHUE MOCIEAHHUX HEJENb UCCIEeN0BaHNE MPOBOIUIOCH B
OCHOBHOM IaIIMEHTaM C Kajno0amu Ha ¥OKEHUE 33 TPYAUHOM.

Pesynmprater OI'/IC ObUiM mpoaHANM3UPOBAaHBI C TOYKK 3peHHst 3(dexkTnBHOCTH W OE30MACHOCTH
BuTamapuHa. [lomydeHsl JOCTOBEpHBIE NaHHBIE B MOJB3Y TOTO, YTO MAIMEHTHI C TaCTPOyOACHATBHBIMHU
S3BAMHU 4allle TIPEKPalIaloT HOCIeAyomuil npueM BuTamMapusa (p = 0.05, 1 = 1.14). Y Bcex nanuenToB
ObuUTM OOHAPYKEHBI WICHTHUYHBIC ITaTOJIOTHYECKUE N3MEHEHHSI IUIIEBOIA: peIIioKc-330(aruT, HO OHU HE
BIMSUTH HA 3(PPEKTUBHOCTh U 0€30MaCHOCTh BUTaMapuHa. [IpencraBnser uaTepec TOT (aKT, YTO MOITHAS
HENEPEeHOCHMOCTh BUTaMapHHa Oblla OTMEUYEHA Yy MAalMEeHTa C OYEHb CHJIbHO BBIPAXKEHHBIM peduIroKc-
330¢arutoM. M HaobOpoOT, y ManMeHTa ¢ akTUBHBIM pyOLIOM B racTpo-AyOJC€HaIbHOW 00JacTu uMesa
MECTO TeHACHIHUS K oOuiemy ynydmeHuto. ¥ 37,9% mauuentos ¢ pesynsratamu 1 JIC umenucs 3po3uu B
racTpoJlyoJieHaJIbHOM 30He. M 3TO HUKaK HE MOBIUSIIO Ha 3(PPEeKTUBHOCTH U OE30MaCHOCTh BUTAMapHHA.
JlanHbIe yONMMKAIUii CKIIOHHBI CKOPee OTpa)kaTh B3aMMOCBS3b MEXIY S3BEHHBIMHU pyOIamMu pegroKc-
930aruToM, B OCHOBE KOTOPBIX JIEKHUT OOIIee OTKIOHEHHWE JHUCHENICHYECKHX CHMIITOMOB OT
SHJIOCKOMTUYECKOMN KapTUHBI (66).

10 (23, 8%) manueHToB NpeKkpaTHId MOCIEAYIOUIMM MpHeM BHUTaMapHHa, HO 3TO HE MOBIUSIO Ha
6e3omacHOCTb M H(PGEKTUBHOCTh Ipernapara M B JIAHHOM cliyyae He OBbUIO CBSI3aHO C  €ro
HENEePEeHOCUMOCTHIO.

[TpoaomKUTeNsHOCTh KIMHUYECKOTO HCCIeOBaHMs (MPUMEHEeHHs] BUTamapuHa): 1 - 2 Hemenu—25
(61.0%) marmuentoB; 4 nenenn—7 (17.1%); 6 wegenv—2 (4.9%); 8 uwemenv—2 (4.9%) u nonbpiie—>5S
(12.2%) manueHToB, U 3TO HUKAK HE OTPa3nUIoCch Ha 3()PEKTUBHOCTH U O€30MTaCHOCTH TIpenapara.

Bonee 2 Hemenb BUTAMapuH MPHUMEHSUICS CTATHCTUYECKH JIOCTOBEPHO MAIlMEHTaMH C OOCTHIanuei,
msmeiics mecsimamu (p = 0.03; T= 8.45).

70,7% wWccaenyeMbIX TAIMEHTOB PETYISPHO MPHUHUMAIW BUTAMAapWH W 3TO HE TOBIUSIO Ha
3¢ ¢dexkTuBHOCT, U Oe30macHoCTh rensd. Te, KTO NpUHUMAN IpernapaTr HeperyisipHo, TakuMm oOpa3oM
CaMOCTOSITENIbHO YMEHBIIA PEKOMEHIOBAHHYIO /103y M BIOCJIEICTBHM cOOOMIaN 0 MOOOYHBIX 3(derTax.
YMeHbIlIeHHe JO3UPOBKH BHTaMapuHa (MIPOBOAMIIOCH MAIIMEHTOM CaMOCTOSATEIbHO) HE BIMSAJIO Ha
3¢ (PEeKTUBHOCT M 0€30MAaCHOCTh HPOAYKTAa, U 3TO OYEHb BAKHO, YUYMTBHIBas TOT (hakT, 4TO ITO HE
JEKapCTBO, a TMPOIYKT aueTrudeckoro mnuraHus. CTeNeHb COTPYAHMYECTBA MAIIMEHTOB B HAIIeM
UCCIIC/IOBAaHUM OTIpE/Ie]IeHa Kak BBICOKas, ITIOCKOJbKY aHOHHMMHBIA ONpOC TamueHToB JlaTBum c
BOCHAJTMTEIFHBIMA 3a00JI€BAaHUSIMH KUIIIEYHUKA BBISIBIII TOJIBKO 60,8% yuacTtus (67).
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PazHooOpasHeie HexenaTenbHble 1M000YHBIE 3(PdeKThl MM xanodbl ObuM oTMeueHbl y 10 u3 42
narueHToB (23.8%), HO 3TO He MOBIMUIO Ha JeiicTBUe BUTamapuHa. [loO6odHbIe peaknuu ObLTH cIado
BBIPQXCHHBIMU UJTU YK€ MCYE3AJI B MIPOLIECCE MPOXOXKIACHHS Kypca BUTaMapruHa WU MOCIIe MPeKpalleHus
ero mnpuema. CTaTUCTUYECKH BEPOATHBIMH, HO HE HWH(OPMATUBHBIMHM MPHU3HAKAMU/CUMIITOMAMU,
CBSI3aHHBIMU C TOOOYHBIMHU 3P deKTaMu ObLIO YBEIHMYCHHE JEHKOIUTOB B KpoBH (p = 0.02) u moteps Beca
HensBecTHOM atHoNoruu (p = 0.02). YV Takux mamueHTOB HaOMIOAAach TEHICHIUS K OIIYIICHHIO
OBICTPOro HANOJHEHUs Keiyaka. [IpueM BUTaMapuHa yCHIIMII CUMITOMATHKY TOJIBKO B 1 cityuae (2.7%),
ero mpuem Obu1 mpekpameH. ['pynma Bkmowana takke 5 (10.9%) manmeHTOB, KOTOpble B KauecTBe
N00OYHBIX APPEKTOB OTMETHIN CHEU(PHUECKUI BKYC MPOJYKTa, MOBBIIICHUE alleTUTa U NMpHOaBKY B
Bece.

CyOBEeKTHBHO NAaIMEHThl OY€Hb PAa3HOOOPA3HO ONUCHIBAINM CBOM OIIYIIEHHs, MPEICTaBICHHbIC HAMU B
Tabauue 4.

Ocraroleecs mocie Kypca NpUeMa BUTaMapuUHa YyBCTBO IEPENOJHEHHsS BEPXHHMX OT/AEIOB >KUBOTA
CTaTUCTHYECKH JIOCTOBEPHO CBS3aHO C MOOOYHBIM JeiicTBHEM, oTMeueHHBbIM manueHtamu (P = 0.03, =
7.91) m HaoOOPOT, MalMEHThl HE OTMEYaId MOOOYHOE JAEHCTBUE Npernapara, €cilyd HE HCIHBITHIBAIA B
SMUracTpuy 4yBCTBO ObicTporo Hamonsenus fullness (p = 0.04 , 1 = 5.46). Bonee neTanbHbIi aHamM3
MIOKA3bIBAET, UTO JAHHAS CUTYyallUsl XapaKTepHa Ajsl OOJbHBIX ¢ XpOHUYECKUM naHkpeatutoM (P = 0.04) u
€ro OCJIIOKHEHUSIMH: CEKPETOPHON HenocTtaToyHOCThio/muchynkmuern (P < 0.05), HO maHHBIE 3TH HE
001agaroT HH(OPMATUBHOCTBIO BBUy MaJIOTO KOJIMYECTBA MAllUEHTOB.

B o6emM, Bbicokas 3(ppeKTUBHOCTh BUTAMAPHHA MOXKET MPOUCTKATh U3 TOro (akTa, yTo KanoObl MpH
(YHKLUMOHAIBHON AMCHENCHH, KETyJOYHO-IHUILEBOJHOM peQUIloKce M CHHIPOME Ppa3apaKEHHOTO
KHIIEYHNKA MOT'YT HaKJIaJbIBaThCS APYT HA Jpyra U UCHOJIb30BAHUE BCErO OJIHOMU, JJaske MYCTh «TydIlIei»
U <«GOJIOTON» CTaHIAPTHOW ONIMU JICYCHHUS MOXKET ObITh OueHb 3(P(PEKTHBHBIM UIS OJHOTO HIIHM JTAXKe
TPYIITB CHMIITOMOB B TO BPeMsI KaK JUIsl APYTHX CHUMIITOMOB PUCK BCE YK€ HMEETCS.

Tabdauua 4. Cy0beKTHBHBbIE OLYLIEHUS] TAIIMEHTOB, OTMEYEeHHbIE B CyobexkTuBHbie | Patient
HCCJICOBAHNHT KAK M0004YHBIE P PeKThI. No. oLy LI EHH A

1. - OlyIIEHHE
KOMKa B ropJie”

2. 3anop

3. “HenpusTHbIN
BKYC BO pTY”

4. Xupusrii cryi,
axomnus (st
0O0JIbHBIX
XPOHUYECKHM
NaHKPEaTUTOM U
CEKpETOPHOU
HEJI0CTaTOYHOCTb
10)

5. “*-*HEBO3MOKHOC
Tb IIUTH
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6. “--ciepBa 00JIb B
CIUHE
YCHIIMBAETCH,
IOTOM
MTOJTHOCTBIO
rcuesaetr”’

1. - olTyIIEHNE
LIATOBUIHOU
JKeJe3pl”

8. [ToBrIIEHHE
arreTuTa u
npubaBKa B Bece

9. YyBCTBO B3IyTHS
KHBOTA
(TsDKEIBIiI
METEOpPH3M)

10. Kunkuii ctymn,
IIpEKpalaoIUIC
sl B TeUEHHE 2

nHeu

75% manueHToB COrMIaCUINCh Obl IPUHATH YYaCTHE B CIEIYIOLIEM KIMHUYECKOM UCIBITAHUM BUTAMAapUHA,
3P PEKTUBHOCTH KOTOPOTO HE ycTynaeT 3()(HEeKTUBHOCTH HACTOSIIETO UCCIEIOBaHUS. DTO OUYCHD BBHICOKHUIA
IMPOLCHT COorjacus, YTO KOCBCHHO MOXCT OBITh OTHECEHO K BBICOKOMY HMHTEPCCY HACCIICHUA K HOI{O6HBIM
HaTypaJbHBIM ITPOAYKTOB U 6HaFOTBOpHOMy BJIMAHWIO JAHHOI'O KOHKPETHOT'O JUECTUYCCKOr'o npcrapara.
Takxke TOJKHBI OBITH yYTEHBbl HEKOTOpbIE OTPaHMYEHUS B MCCIEAOBAHUU: OTHOCUTENILHO HEOOJBIIOE
KOJINYECTBO MAI[IEHTOB HE TO3BOJIMJIO PAaBHOMEPHO TPEACTAaBUTh BO3PACTHBIC TPYIIIBI, HEOTHOPOIHBIHN
COCTaB TPYMINbI, TAaK K€ KaK M HEOJHOPOAHOCTb CHUMITOMATUKH; HEBO3MOXXHOCTb B pAJE CIy4aeB
HOJY4YUTh OOJIbIIIE TOYHBIE JAHHBIC Y MAIIMEHTOB, IPUHUMABIIMX paHee aHTUOMOTUKU. OJHAaKO B JaHHOM
INWJIOTHOM NPOEKTE Mbl CTABHJIU 1I€JIb OOJIbIIE U3YYUTh OIYIEHHE MMallMeHTaMH XOPOILEro CaMOuyBCTBHS
(cyOBEKTHBHOE ONTUMAIbHOE 3/I0POBbE B BOCHPUATUH IMAILMEHTOB) B 3aBUCHMOCTH OT CUMITOMOB, HO HE
CTaHJApPTU3HPOBAHHBIC HCCHGHI/I(i)I/I‘-IGCKI/Ie MEIUIIMHCKHUE aHKCTHI. AKHeHT OBLT CACJIaH Ha OINYIICHHA U
YYyBCTBa MallUCHTOB, CBA3aHHLIC C q)YHKHI/IﬂMI/I HX KCITYJOUYHO-KHIICYHOI'O TPAaKTaA.

KonmuaectBo HU3PACXOJOBAHHBIX YIIAKOBOK BHUTAMAPHHA HHWKAK HE IOBJHAJIO Ha €ro 3(1)(1)€KTI/IBHOCTB n
0€30MacHOCTh. JTO CTal0 BO3MOXKHBIM Oyilarojapsi TOMY, YTO IMOJIOBMHA IMAlMEHTOB, MPOXOIAIIMX KypC
JIe4YeHHsI BUTAMapuHOM, IIpUHUMaJa ero B TeueHue 8-10 nHei, Toraa Kak Juist ApyTrux JUIMTENbHOCTb Kypca
BapbHUpOBaa.

C ToukM 3peHHs MOIb30BATENsi BeCbMa HEMalOBaXKEH JOJDKEH CTaTh TOT (DAaKkT, yTO B OONBIIMHCTBE
CIIy4aeB MOJOKHUTENbHBIN 2 ()EKT TocTUraeTcst mocie nepBoi ke YIakOBKH JUETHUECKOTo Tpernapara.

B 3aBepmieHue cienyer ynmoMmsiHyTh, YTO Hallle MCCIEIOBAHHE MPOAYKTAa BUTAMAPHUH SBJISETCA BCETO
JWIIb TMUAJOTHBIM, YKa3bIBAIOIIUM KakK MOTEHIMAIbHBIE TUETUYECKHE MPEUMYILECTBA, TaK U BO3MOKHbBIC
pHCKH OT ero mpuema. B mensx ganpHeinero BeICHEHUS 3(()EKTUBHOCTH 3TOT0 WHTEPECHOTO MPOIYKTa
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JOJKHBI OBITH TMPOBENEHBI JNadbHEHIINE HAOIIOJCHUS W WCCICAOBAHHUS YETKO BBIICICHHBIX IIEIEBBIX
TPYNI, B3ATBIX U3 OOIIEH KOTOPTHI MAIMEHTOB, CTPANAIONIUX IUCIEIICUEH;, MCCIEIOBaHUS MPOJOIKATh
HeoOxoaumo [68,69].

8. BrIBOIBI
1) BuTtamapuH - 3TO AMETHYECKUI MHINECBOU MPOAYKT, B €KECIHEBHOM 103upoBKe 50-60 Mr B
JIBa TIpHeMa yJIyUYIIAoIIHiA 001Iee COCTOSTHIE 3I0POBBSI.
2) Buramapus 3(¢(eKTHBEH B OTHOIICHHH OBITPOW yTOMIIIEMOCTH, CIa0OCTH W YCTaJOCTH,
JTUCTICTITHYECKUX a0IOMUHAIIBHBIX OOJIeH, IANIMXCS MECSIlaMH W 3alopoB; IMOJOOHBIE
KAITOOBI MICUC3AF0T WU YMEHBIIAIOTCS.

Buramapun, npuauMaemsiii B 1o3upoBke 50-60 mr B neHb dddextuBeH aaxe nocie 8-10 qHEBHOTO Kypca
Jie4eHus1; Ha TpakTUKe 3 PEeKTUBHOCTh HEMHOTO BapbUPYET B 3aBUCUMOCTH MPOJIOJIKUTENILHOCTH KYpCOB
npuema.
4)IIpuem BuTamapuHa O6e30maceH AJs NaleHTOB, UMEIOIINUX B aHAMHE3€ JIEKAPCTBEHHYIO aJUIEPTHUIO,
MOXKHWJIBIX MMAIIMEHTOB U MallMEHTOB C COMYTCTBYIOMIMMH 3a00JIEBAaHUSIMHU.
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ABSTRACT

Despite the common nature of dyspeptic complaints, the treatment is still a problem. There is very little
research done on the impact of dietary nutrition on the general health of the patients with dyspeptic
complaints and overall nutritional safety. Study Objective: To evaluate the clinical effectiveness of the
brown seaweed dietary product “Vitamarine” for the treatment of dyspepsia, as well as product safety.
Material and Methods: An open, uncontrolled pilot study with questionnaires before and after the
vitamarine course with the patient’s self-perception reports. Data were processed with multivariate
analysis. Results: The study included 46 patients with 45 valid end result questionnaires for data
processing. After 8 to 10 days use of vitamarine, 33 (76.8%) patients noted symptom disappearance or

30



significant im- provement, no improvement of symptoms or their increase was noted by 10 patients
(23.2%). Complaints about weak- ness, fatigue and rapid tiredness significantly decreased or disappeared
entirely (p = 0.04), including months long epi- gastric pain (p = 0.02) and constipation (p = 0.01).
Conclusions: 1) Use of the dietetic food product “Vitamarine” with a dose of 50 - 60 g per day in two
cases out of three improve the general well-being of the patients: months long dys- peptic abdominal pain
and constipation disappear or significantly decrease. 2) In the first 8 - 10 days of the vitamarine course
clinical effectiveness already can be noted. 3) Use of vitamarine is safe, including patients with a history of
al- lergies to medications, elderly and patients with concomitant diseases.

Keywords: Dyspeptic Complaints; Seaweed Dietary Products; Laminaria; Vitamarine

1. Introduction

*Corresponding author.
Functional gastrointestinal disorders that can be divided into upper (mainly oesophagus, stomach and
duodenum) and lower (intestines) disorders are very common. Diag- nosed functional dyspepsia and
irritable bowel syndrome significantly impair the quality of life. Due to the fact that the aetiology and
pathogenesis are still unknown, treatment is symptomatic. Despite the supposedly “func- tional” nature of
these diseases, the annual cost in the USA is estimated to be an impressive amount: $5049 for the irritable
bowel syndrome, $6140 for diarrhoea, $7522 for constipation and $7646 for the abdominal pain [1]. In the
case of functional dyspepsia, H. pylori eradication course, short term use of acid-reducing agents, anti-
spas- molytics, prokinetics are recommended. Treatment effec- tiveness is low and short-term. Analyses of
patients’ complaints suggest that the low therapeutic effect could be due to the fact that the treatment
consists mainly of drugs [2]. This also applies to the irritable bowel syn- drome, functional diarrhoea,
constipation. One additional treatment option would be die- tetic food. Dietetic foods are defined as foods
that due to the specific content or the special manufacturing process are clearly distinguishable from other
types of food and are intended for the par- ticular use by persons with impaired digestive or meta- bolic
process, or for persons who, while in a special phy- siological condition, should receive controlled
nutrients [3].
In Latvia as well as in the European Union states, and, presumably, elsewhere regulatory base have been
devel- oped, but clinical trials are very rare despite the broad supply of dietetic foods. In the wide range of
publica- tions, it is not easy to find such studies [4]. Most dietary recommendations are based on the
indirect evidence of

the possible beneficial effects of the dietetic food ingre- dients towards user’s body and its functions.
Recom- mendations for dietetic food use based upon research data are evidently needed, and it was
necessary to ex- plore the dietetic food application in the gastroenterology clinics. For one of these studies
we were offered the die- tetic food product “Vitamarine” for evaluation.

2. Literature Overview
2.1. Dyspepsia and Dyspeptic Like Complaints

The term “dyspepsia” is used to describe a set of rather diversely formulated gastrointestinal complaints
[5,6]. The causes could be organic (known, provable) and functional (not known or difficult to prove). The
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most typical differential diagnostic sign (characteristic) is the duration of the “functional” disease as the
complaints go on for several years without serious deterioration in health [7]. More attention has been paid
regarding “func- tio nal dyspepsia”, meaning dyspeptic complaints from the upper gastrointestinal tract in
patients for whom no correlation between diagnosed organic changes (especial- ly no associated
esophagogastroduodenoscopy (EGDS) data) could be found.

In Western countries 25% of func- tional dyspepsia patients with gastrointestinal complaints could be
found [8]. The study difficulty is that often functional dyspepsia and irritable bowel syndrome com- plaints
appear to overlap for the same patients. For ex- ample, half of the functional dyspepsia patients have, also,
irritable bowel syndrome symptoms [9]. Despite the vast number of studies and publications, up to date
there is no acceptable classification of these pathologies [10] or the classifications are controversial.

Treatment of dyspeptic complaints is still a problem, being usually incomplete, and only in 60% of the
cases with even short-term efficacy [11]. Best short-term re- sults after the first visit to the primary care
physician was 82% improvement which the authors attributed to good patient cooperation and the use of
proton pump inhibitors [12]. This is largely due to the completely unclear aetio- logical factors and
pathogenesis, where complex interact- tions between diverse psychosocial factors, somatisation (other
disorders) and sensorimotor gastric functions exist (the latter often being the least significant factor) [13].
Multiple existing studies about the gastric motor func- tions are of little use in the everyday clinical
practice and patient’s dietary habits and such factors as food intoler- ance are often fully ignored [14].
There are only a few double-blind randomized studies about the treatment of functional dyspepsia with
herbal products [15]. Not only functional dyspepsia usually associated with the upper abdominal regions
(more precisely epigastrium), but also the so-called “lower” dyspepsia exists. Here belong ob- stipation
affecting almost 27% of the population and still presenting treatment difficulties [16].

Taking into the account the above mentioned vague definition, classification and diagnostic criteria of dys-
pepsia as well as a repeated evaluations and re-assess- ments of large study research findings that point to
seri- ous methodological problems in this regard [17], we chose the most common gastrointestinal
symptoms in order to study the effectiveness of vitamarine. Fatigue, weakness and rapid tiredness are
common complaints [18] that usually reflect some somatic pathology. In cases of prolonged chronic
weakness (chronic fatigue syndrome) for patients with depression, it can be the cause of suicide [19].
Epigastric pain [20], the most frequent symptom that characterise dyspepsia, is included in the new Rome
I11 classification of functional dyspepsia [21,22] as well as early sensation of epigastric fullness that, too,
belong to the diagnostic criteria for functional dyspepsia.

Burning sensation behind the sternum (heartburn) is a classic gastroesophageal reflux disease (GERD)
symp- tom that affects 60% - 90% of the patients [23].

The symptom of burning feeling in the epigastrium is similar to the heartburn and is often associated with
carditis (in- flammation of the gastric cardia) or gastritis. Two possi- ble reasons for carditis are noted: H.
pylori induced in- flammation and gastroesophageal reflux disease [24]. Meteorism is perceived as
increase of intestinal gases with the feeling of bloating, flatulence, sometimes the feeling of distension or
stomach expansion [25] that cause undefined abdominal pain. Constipation, defined as failure to achieve 3
adequate bowel movements per week, is a fairly common occurrence for the irritable bowel syndrome with
constipation, and based on the Rome Ill classification criteria easily diagnosed, but the treatment is
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problematic [26]. The prospective hopeful new drugs mentioned in the same publication (2007) have not
been confirmed. Diarrhoea, the stool frequency more than 3 bowel movements per day or stool weigh
more than 200 g per day, is a common symptom but with very diverse causes. Unintended weight loss is
one of the so-called “red flag” (dangerous) symptoms. Nowadays weight loss could be specially induced
with different techniques or drugs and the said means could be over- used, too.

2.2. About the Seaweed Products

Vitamarine is seaweed product (Laminaria spp.—sea tangle, edible brown seaweed) that contains many
micro- and macro elements such as iodine, calcium, iron, sele- nium, etc., biologically active substances,
polysaccha- rides (fucoidin, laminarin, alginic acid), vitamins-A, B1, B2, B12, C, D, E, as well as a
number of amino acids. The seaweeds have been used as food since ancient times, either without prior
preparation (“sea cabbages”, “kelp”) or as specially manufactured products. The Laminaria products are
offered on the market both single and in combined preparations [27]. The dietetic preparation
(homogenised laminaria with spirulina and micro ele- ments) evaluated in our study is registered in the
Latvian republic under the trademark name ‘“Vitamarine” and is being produced by “The Sum of
Technologies, Ltd.” (scientific production venture), legal address—1st Ave- nue named after Botkin,
house 2/6, Moscow, 125284, RF, in compliance with the technological conditions manda- tory for food
production and dietetic food preparation, i.e. for the production of homogenised laminaria with spirulina
and micro elements intended for human con- sumption as prophylactic and therapeutic nutrition in order to
obtain additional source of soluble fibres, algi-nates, micro elements and iodine in the organic form, for the
optimization of gastrointestinal tract functions and normalization of carbohydrate and lipid metabolism.
Ex- tended product name: “Vitamarine-homogenised lami- naria with spirulina, selenium, chrome, copper,
zinc and manganese”. This seaweed product offered for our study was obtained from Laminaria spp. using
low-temperature hydrolysis-technology that enabled the gel from seaweed to keep all the elements in
natural proportions and con- centration. This gel contains 94.7% moisture, up to 2% ashes and no less
(calculated on a dry weight) than 35% of alginic acid, in the form of sodium alginate-calcium alginate, 1%
- 1.5% fibre, 1% protein, mineral macro & microelements, vitamins. Nitrogen containing substances are
represented by 18 amino acids, among which 8 amino acids are essential (irreplaceable) ones. Alginic acid
re- leased during the Laminaria processing defines the main features of the seaweed gel.

Alginates that comprise 35% share of the gel compo- nents possess the unique enterosorbent properties
to bind heavy metals, toxic and radioactive substances forming complex assemblies. As alginates are not
absorbed in the gastrointestinal tract, but eliminated with faeces, all the substances bound with alginates
are freely excreted from the body. Therefore the seaweed gel can be used for rapid detoxification of the
body from lead, mercury, co- balt, methanol, as well as uranium derived radioactive elements [28]. This
applies not only to the toxic sub- stances that enter the human body with food and water, but also to the
toxins in the intestinal tract that come from other organs, tissues, blood. Alginic acid and its salts
(alginates) ion-exchange properties are the most important ones from the medical point of view [29].
Unlike other sorbents having the stability constant with potassium, alginic acid binds harmful to humans
“heavy” metals without interfering with the potassium-calcium exchange mechanisms and pathways.
Experiments show that alginates can absorb not only solid (stable) metals, but also isotopes [30].
Functional properties of the algi- nates do not change during the food processing with heat therefore
alginates can be used not only as enterosorbent substances, but also included in the food products. Alginic
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acid combined with antacids is used for the symptomatic treatment of gastroesophageal reflux dis- ease in
order to form a protective barrier. For example this effect has been used in a relatively well-known
medication Gaviscone [31].

Laminaria component fucoidan has antioxidant prop- erties [33] and can reduce apoptosis [32] or more
pre- cisely laminaria treated cells have higher antioxidant enzyme activity [34]. Bacterial flora associated
with la- minaria exhibit interesting antimicrobial properties [35]. Gel from seaweeds is being used as a
food additive in the production of mayonnaise and sausages or baking bread. Seaweed products in
medicine are used for prophylaxis and treatment. Reviewing “Medline” database for the term “laminaria”
654 publications were found on July 15, 2009, as well as 9613 “Medline” database publications regarding
the term “dyspepsia”. Similar Medscape data search on May, 2013, showed 780 publications for “la-
minaria” and 10.449 about “dyspepsia” and various treat- ment uncertainties, still, associated with this
matter, but the publication increase was only quantitative.

The longest studies, including randomized controlled trials [36,37], and most extensive practical use of
the seaweed preparations so far have been in obstetrics: dif- ferent sized sterile tampons for cervical
opening and priming prior to delivery, for stenosis treatment, before intrauterine manipulations, for
drainage and abrasions, childbirth easing.

One of these preparations is Norskan Laminaria, the US Food and Drug Administration ap- proved
product (K951330). The mechanism of these tampons/swabs is based upon the product's ability to ab- sorb
fluids and increase in size almost 4x times during 6 - 24 hours [38,39]. Experimental studies point to the
effec- tiveness of the seaweed products for hepatopathies [40] and diabetes mellitus [41]. Some
publications can be found about the use of laminaria in other diseases: in stomatology [42] for
paradonthosis treatment, in ne- phrology as additional enterosorbent diet therapy [43], in dermatology [44],
in pulmonology as a biologically ac- tive food supplement added to the pulmonary tuberculo- sis treatment
with positive effect [45]. One publication was about the dilatation of oesophageal and laryngeal strictures
[46]. No studies about the clinical safety were found. Only the safety of Laminaria extracted fucoidan has
been evaluated, stating that dosage of 300 mg per body weight kg was without side effects, but larger
doses statistically creditably prolonged the blood coagulation (clotting time) [47]. Most significant adverse
reactions have been noted while using laminaria swabs for cervical dilatation: urticaria, angioedema,
respiratory disorders associated with type | reactions, IgE-related hypersensi- tivities [48], anaphylaxis
have been described (although the most severe anaphylactic reactions as well as hyper- sensitivities are
very rare, because the research shows that alginic acid actually has anti anaphylactic properties [49]). For
healthy Japanese adults who were using lami- naria product “Kombu” 15g per day for 55 - 97 days re-
versible suppression of thyroid function was observed [50]. Laminaria products are not recommended for
pa- tients with renal insuffi- ciency (may increase serum po- tassium levels).

2.3. Application of the Seaweed Gel for the Treatment of Gastrointestinal Diseases

During the recent years treatment of gastrointestinal tract diseases has gained special relevance in many
countries, including the Baltic region. Dietary foods should take more defined place in the treatment and
prevention of digestive disorders. Almost 1500 differently named natural products are recommended for
people with diges- tive problems, 600 of these are said to improve liver function.

34



There have been a number of clinical trials of the seaweed gel use for the gastrointestinal tract diseases.
The experimental group of 123 patients with a wide range of gastrointestinal pathologies included 63
patients treated with the seaweed gel while the control group comprised of 60 patients treated with the
following: diet No. 3, biological agents, micro enemas, physical pro- cedures, antispasmodics and laxatives
if necessary. Treatment with the seaweed gel induced the following positive changes: normalization of the
bowel movements was noted in 98.1% of the patients, the feeling of partial intestinal emptying disappeared
in 92.4% of the patients. Endoscopic and morphological survey data confirmed positive colon mucosal
dynamics marked with the de- crease of mucosal inflammation of the colon (89.4%), healing of the
erosions (100%) or inflammatory cell infil- tration reduction (74.8%).

The seaweed gelnormalized chemical changes in the stool: faecal pH returned to normal for 98.3%
patients, organic acid and ammonia levels improved for 98.5%, no tissue proteins were found and mucine
remained in stool only in 4.7% of the patients. Due to the antibacterial properties of sodium alginate the
seaweed gel is effective in treatment of the intestinal dysbacteriosis caused by conditionally pathogenic
microflora. It is important to note that particularly susceptible were staphylococci, haemolytic streptococci,
proteus and their associations. Ulcer healing time was shorter for the experimental group patients and the
scarring or stricture deformity was less pronounced. For ulcerative colitis patients such symptoms as pain,
intestinal bloating and dyspeptic com- plaints decreased significantly. Assessing the total im- provement
rate for the sample patient group, authors noted positive clinical changes for patients with gastro- intestinal
tract disorders: the seaweed gel was effective in gastrointestinal diseases, haemorrhoids, chronic consti-
pation in adults and children.

There is evidence that alginate solutions are beneficial for the main intestinal microbiota, while inhibiting
the activity of optional micro-organisms such as Staphy- lococci, Salmonella, Candida and others.
Antibacterial properties of sodium alginate, one of the seaweed gel key components, have been
investigated. Sodium alginate exhibits antimicrobial properties even in insignificant concentrations
(0.125%), creating a protective layer of mucus. The properties of algal cellulose (algulesis) differ from
plant cellulose and can be used in the treatment of chronic constipation. Laminaria water extract as a
therapeutic agent with antioxidant, anti-angiogenic and anti-tumour effect was patented in 2004 in the
Baltic States and Russian Federation [51].

The obtained study results provide basis for recom- mendations for seaweed gel food as a therapeutic-
preventive dietary product to be included in the complex treatment of patients with gastrointestinal
diseases, hae- morrhoids, anal fissure, as there is positive effect on fae- cal chemical changes, the Gl tract
microbiota improve- ment and biocenosis normalization. In the treatment of gastrointestinal tract disorders
the seaweed gel has shown analgesic, antispasmodic and regenerating effects, restor- ing homeostasis,
preventing intestinal dysbiosis, regula- ting motor function [52,53].

The prophylactic vitamarine course with 1 - 2 months duration has manufacture recommended dosage 50 -
100 g 1 - 2 times per day and the therapeutic course with duration of 3 - 6 months (after 1 month break
repeated course is suggested) has dosage 100 - 150 g 1 - 2 per day. As part of complex treatment dose may
be increased to 200 g per day. The above mentioned interested us and we explored the impact on
functional gastrointestinal com- plaints.

Usually, while evaluating dietary food as well as food additives and dietary supplements, no requirements
are set for clinical efficacy and safety.
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However while analysing dietary preparation from laminaria (vitamarine), we took into account the
follow- ing: 1) long-term evidence-based clinical use in obstet- rics and gynaecology, 2) several
therapeutic effects noted for these products in gastroenterology, and decided to use the evaluation
methodology commonly applied to drug testing, also, for the vitamarine study.

2.4,

3. Study Hypothesis, Aims and Objectives

Study hypothesis: dietary food “Vitamarine” reduces digestive tract complaints and improves the general
feel- ing of well-being while using economic (50 g per day) dose. Project aim: to study vitamarine’s
clinical effec- tiveness for the patients with most common gastrointes- tinal symptoms. Research
objectives: 1) to find eligible patients-study participants; 2) to include the patients in the study; 3) to make
observations for at least 8 - 10 days, i.e. with one control; 4) vitamarine exposure assessment: after 8 - 10
days of use, after longer use, evaluation of the factors that may affect the results with discriminant
analysis; 5) vitamarine safety evaluation.

4. Method and Patients

1) Research type: an open, uncontrolled (pilot study)

Investigated product and its use: dietary food La- minaria homogenized with spirulina and trace micro
elements—“Vitamarine”, manufactured by “The Sum of Technologies, Ltd.”. The product differs from
similar ones as it is produced in an easily assimilated gel form with high bioavailability. Proposed use of
the study product: 2 tablespoons (25 - 30 g of the gel) half an hour before mealtime 2 times a day (total
amount of 50 - 60 g of product per day), preferably in the natural gel form, but if the taste of seaweeds is
unacceptable, then mixed with water or low acid content juice.

Patients: Out-patients of both sexes

2) Inclusion criteria

Fatigue, easy tiredness, weakness (months/years long)

Dyspeptic symptoms (epigastric pain, feeling of pressure in the epigastrium, rapid feeling of fullness)
and/or

Constipation and/or diarrhoea (months/years long complaints)
Meteorism: flatulence, bloating, abdominal distension (months/years long complaints)

Burning sensation in the epigastrium
Burning sensation behind the breast bone (heartburn)

Abdominal pain (mild, undefined)

Age from 18 to 75 years
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Agreement to participate in the clinical observation
3) Exclusion criteria

Younger than 18 and older than 75 years

Any of the following risk factors present (jaundice, anaemia-Hb < 100 g/L), prolonged severe pain or very
severe abdominal pain, nausea/vomiting, dy- sphagia, odynophagia)

Hypersensitivity to iodine and iodine preparations

Contraindications to the use of iodine preparations

Any type of the seaweed product intolerance

Cirrhosis of the liver (documented and/or complica- tions-ascites)

Any localization of malignant tumours

Pregnancy and lactation

Doubts about the patient’s cooperation

Unresolved chronic alcoholism, drug addiction or me- dication addiction

Currently are using seaweed products

4.1. Study Design

Patients with gastrointestinal complaints aged be- tween 18 and 75 years are introduced to the planned
clinical study outline and, if the agreement to take part in the study is obtained, informed consent form is
signed.

In case of consent, exclusion criteria are checked.

Necessary laboratory analyses are carried out, recent analyses made just prior to the study enrolment may
be used.

Once again exclusion criteria are verified.

If the patient is eligible for inclusion in the study, the patient is interviewed completing the study question-
naire.
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One drug packaging for 10 day use is issued to the patient with the admonition to arrive for the control

visit after 8 - 10 days.

The patient is warned that in all cases of uncertainty and, also, if he/she cannot attend the next visit, the
assigned study doctor and/or the project manager should be contacted.

During the next visit the patient’s general condition is assessed, patient interviewed and the questionnaire

filled out.

Together with the patient the following decisions are made: 1) either for the study conclusion or continua-
tion, 2) agreement to maintain the study dosage. If the observation is continued, new product package is

issued and the next visit time set.

If the patient neither arrives for the agreed upon visit, nor contacts the study personnel setting up a new
date, 2 days after the designated visit time information is gathered via telephone.

If the patient withdraws from the study, the general well-being assessment report is obtained.
Overall work procedure summary is depicted in Table 1.
Blood and urine samples will be obtained with the doctor’s prescription in the usual order. Participation in
this project is completely voluntary; examination of the sample analyses will be confidential. Names of the
parti- cipants will not be revealed in the reports about the study results. Only the treating physician and
authorized insti- tutions will have access to the documents containing information regarding the patient’s

identity.

4.2. Statistical Data Processing

All data are presented as “signs”, for example-patient’s gender, a woman or a man, and as “‘sign

gradation”,

Table 1. Summary of the study work procedure.

Study control

Entry control
inclusion: First visit
Day 0

Control visits 2, 3, 4,
56,7,8,9,10, 11,
i.e. every 8 - 10 days,
(x2) days

Last study control
visit (Paragraph 74 of
the questionnaire)

subjective evaluation of the

Informed patient consent (see 00 - -
Appendix)

Questionnaires. Inclusion and oo - -
exclusion criteria (see above)

Baseline objective data: BMI 0o 00 oo
calculation (an exclusion

criterion), height and weight

Medical history data and the 00 00 00
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symptoms

Clinical blood tests and 00 - -
biochemical analyses (optional)

Study preparation issue 00 00 -

Used study product/packaging - 00 00
control

Patient survey regarding the side | - 00 00
effects during use

Decision for the continuation of | - 00 -
the study

using the “Patient Observation Card” (see). The coded data are entered in the MS Excel format; afterwards
the coded data are processed by multivariate analysis pro- gram “Kulbak” assessing the data
reliability/credibility (p) and data informativity (s). Findings with a p-value of <0.05 are considered to be
statistically significant. The obtained study results are considered to be informative at T > 1.0. If even
statistically reliable informativity is less than “I” in the multivariate analysis system, as there are a
relatively small number of patients.

Research venues: VSIA Pauls Stradins Clinical Uni- versity Hospital, Gastroenterology, Hepatology
and Nu- trition Centre and Latvian Maritime Medicine Centre.

4.3. Legal Aspects of the Study

1)
Study permit from the Clinical Research Ethics Com- mittee of Pauls Stradins Clinical University Hospital
was obtained on January 16, 2009; Address: Pilsonu street 13, Riga, LV-1002, telephone: +371 67611353.
2)
The investigated product is a dietary food allowed for use in the Latvian republic.
3)
Because vitamarine is not a drug, no permission from the State Agency of Medicines was required, and the
following regulations do not apply to this study, i.e. Regulations regarding the Conduct of Clinical Trials
and Non-interventional Trials, the Procedures for the Labelling of Investigational Medicinal Products and
the Procedures for Inspection of Conformity with the requirements of Good Clinical Practice, Cabinet of
Ministers Nr.172, Riga, February 28, 2006 (Minutes Nr.12 29th §); Amendments: Regulations Nr.17 of the
CM 15.01.2008 [54].

Project sponsor: Advanced Technology Centre “Vita Li-Riga”, Ltd., Reg.No. LV 40003730357
Address: Ma- tisa street 21, Riga, LV-1001, Phone: + 371 67007171.
Research support: “Gastroenterology Support Socie- ty”, Registry. No. LV40008038191 Address:
Upeslejas street 2 - 28, Stopinu county, Riga region, LV-2118, www.gastroenterologs.lv.

5. Results

Study observations included 46 patients. Data about 45 patients (one patient did not appear to the control
visit) were analysed: 26 (57.8%) women and 19 (42.2%) men aged between 23 to 73 years. 63.4% of the
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patients were younger than 55 years. Half of the patients (50.0%) used only a single package during the
course. The overall evaluation was carried out taking into account 78 features with the minimum intensity
gradation being 2, the maximum intensity gradation-5. The number of patient’s answers regarding various
signs was different.

After 8 - 10 days of vitamarine use 33 (76.8%) patients noted complete loss of the symptoms or symptom
im- provement, but for 10 patients (23.2%) no improvement or increased symptoms were noted.
Evaluating the situation in more detail, we obtained the results shown in Table 2 and depicted in Figure 1.
Vitamarine use was more often ineffective for a statis- tically significant number of patients with normal
leuko- cyte count in the blood, no weight loss, no history of diabetes mellitus, and the said patients, also,
had a ten- dency (p = 0.07) to withdraw from further use of vitama- rine after 8 - 10 days of the course.
Using discriminant analysis, factors that could affect “Vitamarine” impact during the 8 - 10 day course
were compared, i.e., we searched the group of patients with im- provement (33) versus failure group (10).
There were no improvement for the non-diabetic patients (p = 0.02), for patients with normal white blood
cell count (p = 0.05), no weight loss (p = 0.03) and no epigastric pain (p =

Diagram 1. Vitamarine efficacy assessment after the 8 - 10 day course and the entire course
according to subjective self-assessment of 43 patients (feature 72. and 74.) in chart form (%b).
0.03), i.e. for the “healthier” patients.

In the same way, discriminant analysis was used for the comparison of factors that might influence the
effect of longer course of vitamarine and the results were very similar to the findings regarding the 8 - 10
day course: no improvement for non-diabetic patients (p = 0.02), with a normal white blood cell blood
count (p = 0.02), no weight loss (p = 0.02), and no epigastric pain (p = 0.03).

Analysis of the Individual Symptoms and Features

1) Patients’ gender did not affect vitamarine efficacy and safety. Creditable statistical tendency and high
infor- mativity (p = 0.08, T=7.43) indicate longer use of vitamarine by women.

2) Patients’ age gradations were: younger than 20 years (none), 20 - 29, 30 - 39, 40 - 49, 50 - 59, 60 - 69,
70 - 79, 80 - 89 and older. Inter-group analysis, as expected, showed statistically significant increase in the
number of illnesses after 50 years.

3) Comparing patients younger than 55 years with older ones: the latter credibly participated in the treat-
ment for at least 2 - 4 weeks (p = 0.05, T=10.12) and used no less than 2 - 3 vitamarine packages.

4) Patients’ body mass index (BMI) gradation did not affect vitamarine efficacy and safety, and high
BMI (> 30.0) also did not affect the results; no patients with low BMI and malnutrition took part in the
study.

5) Regular use of medicines did not affect vitamarine efficacy and safety; it is interesting to note that
long-term drug use is associated with years long constipation (p = 0.01, T = 6.02).

6) Use of non-steroid anti-inflammatory drugs (NSAID) during the last two months did not affect
vitamarine efficacy and safety. Patients taking NSAIDs during the last 2 months, used vitamarine
irregularly (p = 0.06). Informative and reliable data about the normalisation of bowel movements and
disappearance of constipation were noted (p = 0.04, T=1.51).

7) Antibiotics use during the last 6 months, did not affect vitamarine effects and safety.
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8) Antibiotics used for H. pylori eradication did not affect vitamarine efficacy and safety; informative and
reliable data indicate that the use of antibiotics were, also, due to abdominal pathology (p = 0.01, T = 6.08)
and is associated with unexplained weight loss (p = 0.01).

9) Antibiotics used in connection with dysbacteriosis (only 4 patients) had no effect on vitamarine efficacy
and safety, but indicated reliable informative trend towards increased abdominal pain after the course (p =
0.06, T=12.79).

10) Antibiotics used due to abdominal pathology (prior to the study) for 18 patients did not affect
vitamarine efficacy and safety, but, as shown already, correspond to statistically significant data regarding
H. pylori eradi- cation (p = 0.01, T=11.84) and, also due, to the treatment of dysbacteriosis.

11) Antibiotics used in connection with non- abdominal pathology for 17 patients did not affect vitamarine
efficacy and safety.

12) Repeated antibiotics courses (17 patients) mainly were for patients with dysbacteriosis (associated with
diarrhoea and/or irregular bowel movements p = 0.05, T = 7.86).

13) The history of post-antibiotics diarrhoea episodes for 8 patients did not affect vitamarine efficacy and
safety.

14) The history of allergic reactions to medications for our group was very interesting: from 43 answers we
got information that 17 patients (39.5%) had evidence of some allergic manifestation, but it did not affect
statisti- cally vitamarine efficacy and safety and were not asso- ciated with other signs.

15) Prior medical history was noted for 21 (50.0%) patients, which included a variety of diagnosed
ilinesses: diabetes mellitus (2), chronic pancreatitis (5, statistically significant (p = 0.02, T = 13.91) for
more that 60 - 69 years of age) with secretory insufficiency (4) various liver diseases (6); in addition a
history of ulcerative colitis (5) and Crohn’s disease (1), repeated gastric ope- rations (2) and rheumatoid
arthritis (2) in no way did affect vitamarine effectiveness and safety, neither as a whole nor in the disease
groups (from feature 16 till 21).

22) All the 45 patients included in the study had complaints (100%).

23) Complaints about weakness, fatigue and early tiredness for 26 (60.5%) patients statistically signi-
ficantly (p = 0.04) and informatively (1 = 3.48) dis- appeared after 8 - 10 days of vitamarine use; prior
duration of the complaints for months or years (feature 24) did not affect vitamarine efficacy and safety.

25) Complaints about abdominal pain for 15 (36.6%) patients did not affect vitamarine effectiveness and
safety; duration of the complaints for months or years (feature 26) did not interfere with vitamarine
efficacy and safety.

27) 11 (25%) patients complained about diarrhoea and/or unformed bowel movements that had lasted for
months and years (feature 28), but it did not affect vitamarine efficacy and safety.

29) Patients’ complaints about the feeling of rapid fullness (15 patients, 34.1%), which had generally
lasted for years (feature 30 for 14 patients), did not affect vitamarine efficacy and safety, but this tendency
(p = 0.06, T =8, 88) remained valid also after the course.

31) Patients’ complaints about epigastric pain (11, 22.7%) did not affect vitamarine efficacy and safety,
but analysis of the duration of the individual complaints (feature 32) revealed that the months long (4
patients) complaints statistically significantly decreased (p = 0.02, T = 9.54) and the yearlong complaints (7
patients) disappeared after the vitamarine course (p = 0.06, T = 4.77).

33) Patients’ (11, 25.0%) complaints of epigastric burning did not affect vitamarine efficacy and safety,
but was closely related to the months long constipation (p = 0.03 T = 8.45), and these patients had no
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EGDS data about ulcers (p = 0.01). Duration of the heartburn (feature 34) did not affect vitamarine
efficacy and safety.

35) Patients’ (15.34.1%) complaints about the burning sensation behind the breastbone (GERD
symptoms) did not affect efficacy and safety, but showed an informative (1 = 1.14) tendency (p = 0.1) to
decrease after 8 - 10 day vitamarine course. Prior complaint duration (feature 36) did not influence
vitamarine effectiveness and safety, but was creditably associated with the length of the other complaints:
a) abdominal pain (p = 0.05, T = 6.99), and b) diarrhoea and/or unformed bowel movements (p = 0.05, T =
6.99) and other likely symptoms, but this tendency was valid only for year-long complaints.

37) Patients’ complaints (6, 13.6%) about constipation did not affect vitamarine efficacy and safety. For
patients with year-long constipation (feature 38) more frequent drug use (p = 0.01, T = 6.02) and a history
of diagnostic EGDS (p = 0.05, T = 6.99) are characteristic, and statistically reliable and informative (p =
0.01, 1 =7.79) data show that months long constipation disappears after vitamarine use.

39) Patients’ (6, 14.0%) complaints about undefined and/or variable/changing bowel movements did not
af- fect vitamarine efficacy and safety; analysis of the dura- tion of the individual complaints presented
similar results (feature 40).

41) Patients with unexplained weight reduction (6, 13.8%) did not affect vitamarine efficacy and safety,
however highly informative associations with the burn- ing sensation behind the sternum (p = 0.02, T =
10.79) and the burning sensation in the epigastrium (p = 0.01, T = 11.76) are noted.

42) For patients with meteorism, noted in 38 patients out of the 43 responders (88.4%), no negative impact
on vitamarine efficacy and safety or significant associations with other features were found. Year-long
meteorism complaints (feature 43) were statistically relevant (p = 0.01, T = 6.02) for the patients with
additional complaints of years long rapid feeling of fullness and less than a yearlong burning sensation
behind the breast bone (p = 0.01; T = 11:46).

44) Only 3 (8.3%) patients had low haemoglobin, and it did not affect vitamarine efficacy and safety, but is
statistically reliably and informatively associated with a burning sensation behind the breast bone (p =
0.02, T=10.79) and burning in the epigastrium (p = 0.02, T = 9.54).

45) Normochromic anaemia was present in 1 patient.

46) 3 patients had increased erythrocyte sedimentation rate (ESR) > 20 mm h, and it was significantly
higher for patients with long years of meteorism (p = 0.04).

47) C reactive protein(CRO) > 5 mg/dL occurred in 4 patients and did not affect vitamarine efficacy and
safety.

48) Increased number of white blood cells (leu- cocytosis) was only diagnosed in 1 patient.

49) Out of the 34 answers 17 (50%) patients denied Helicobacter pylori infection, 3 patients (8.8%) were
informed about its presence, the other ones either had no reliable knowledge or lacked diagnostic tests, but
it did not affect vitamarine effectiveness and safety, although the data were statistically more frequent for
chronic pancreatitis (p = 0.05) and liver patients (p = 0.05).

50) At various times EGDS had been performed for a total of 31 (75.6%) patients, and it did not affect
vita- marine efficacy and safety. Analysing the EGDS inves-
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tigation timing (feature 51), significantly more frequently (p = 0.02, T = 10.41) patients with a
burning sensation behind the breastbone had been investigated during the recent weeks.

52) The following EGDS findings were noted: normal EGDS (n = 5%, 16.7%), inflammation
(gastritis, duo- denitis-13, 43.3%), erosions (10%, 33.3%) and ulcers (2%, 6.7%), and subgroup
analysis shows that it did not affect vitamarine efficacy and safety. Patients with gastro duodenal
ulcers significantly more frequently declined further vitamarine use (p = 0.05, T = 1.14).

53) Oesophageal pathology was found in 5 (17.9%) patients, all the patients had reflux
esophagitis, and it had no effect on the efficacy and safety of vitamarine use. 4 reflux esophagitis
patients had mild disease and 1 patient a severe form (feature 54) with no tendency (p = 0.1, T =
2.39) towards the general health improvement. This patient also had vitamarine intolerance.

55) Only 1 patient from all the patients with EGDS had ulcers and/or active scars in the gastro
duodenal zone and showed a tendency to partial overall improvement (p = 0.09, T=2.71).

56) Erosions in the gastro duodenal area were found for 11 (37.9%) patients with EGDS and it
did not affect vitamarine efficacy and safety.

Features from 57 up to 69 are analysed while assessing features 71 and 73 (general
assessment).

70) 10 (23.8%) patients discontinued further vita- marine use, but it was not linked to product
intolerance.

72) The clinical observation duration (use of vita- marine) was: 1 - 2 weeks—25 (61.0%)
patients, 4 weeks—7 (17.1%) 6 weeks—2 (4.9%) 8 weeks—2 (4.9%) and more—5 (12.2%).
Patients with constipation that lasts for months (p = 0.03, T = 8.45) creditably used vitamarine
more than 2 weeks.

73) See above

74) 70.7% of patients regularly used vitamarine and it did not affect vitamarine efficacy and
safety. Patients who used the preparation irregularly were also tended to reduce vitamarine
dosage (p = 0.06, T = 6.64) and had a slight tendency for side-effects (p = 0.09, T = 0.68).

75) Vitamarine dose reduction (patient reduces the dosage himself) did not affect its efficacy
and safety.

76) Diverse side effects were marked in 10 patients out of 42 responses (23.8%) and it did not
affect vitamarine effectiveness. Side effects were mild and disappeared after vitamarine
discontinuation. Statistically significant, but not informative features associated with adverse re-
actions, were: elevated white blood cell count (p = 0.02) and weight loss (p = 0.02). These
patients had a tendency to rapid sensation of fullness (p = 0.06) with high informativity (I =
9.95).

Vitamarine provoked symptom increase only for 1 patient (2.7%) and the preparations use had
to be
discontinued. This group include also 5 (10.9%) patients who named as side effects: vitamarine
taste peculiarities, increased appetite and weight gain. Remaining sensation of fullness in the
upper abdominal regions after vita- marine course is statistically significantly associated with the
adverse events defined by patients as such (p = 0.03, T = 7.91) and, conversely, patients did not
remark upon any side effects if the sensation of rapid epigastric full- ness was absent (p = 0.04, T
= 5.46). This situation is mainly due to chronic pancreatitis patients (p = 0.04) and complications
of the disease-pancreatic secretory insuffi- ciency (p < 0.05), but uninformative because of the
small patients number.

77) 30 (75%) patients would agree to take part in another clinical trial of vitamarine.
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78) The number of used vitamarine packages did not affect efficacy and safety.

Table 2. Vitamarine
exposure assessment,
according to the

Complete
loss of the symptoms
(%)

Partial improvement of the
symptoms (%)

subjective self-perception
data of 43 patients
(feature 72. and 74.), after
8 - 10 days, at the end of
the whole course (%0).
Evalution
00

Witl
impro\
¢

Course duration, dosage:
00

8 - 10 days
500¢g

1€

> 8- 10 days
1000 g and > N=11 N=21

1€

6. Discussion

Clinical trial of the dietetic food “Vitamarine” included 46 patients. Data of 45 patients were
analysed (one patient did not appear for control visit). The total number of patients comprised of
26 (57.8%) women and 19 (42.2%) men aged between 23 to 73 years, 63.4% of patients being
younger than 55 years, which is com- parable to the overall Latvian patient population.

After 8 tol0 days of vitamarine use or ‘“short course” 33 (76.8%) patients noted symptom
improvement or complete disappearance and only 10 (23.2%) patients had no improvement or
symptom increase. At the end of the observation the results were also similar. It should be noted
that this result was achieved with a minimal preventive daily dosage of 50 g instead of a
therapeutic dose that can be up to 200 g per day. In addition, only half of the patients continued
to take vitamarine longer than 8 - 10 days, although the recommended prophylactic vitamarine
course duration is at least a month.

Our results are lower than those presented in literature, but, it should be noted that in these
previous studies, patients also received combined treatment. In our situa- tion only 2 patients
with ulcerative colitis received addi- tional basic treatment with mesalazine. The improve- ment
was not statistically significant for the patients without diabetes mellitus, without weight loss and
abdominal pain and with normal white blood cell count, i.e. for the healthier” patients. Longer
vitamarine course results present similar picture: no improvement for pa- tients without diabetes,
without weight loss and abdo- minal pain and with normal white blood cell count.

The specific effect of Laminaria spp. “to help the sick and do no harm to the healthy ones”
was remarked upon first in the study in 1969 [55], though later controversial data abounded [56-
58]. Patients without the positiveeffect tend to withdraw from further vitamarine use after 8 - 10
day course (p = 0.07). Since our study was without control group, it raises the question about the
placebo effect. In functional dyspepsia patients, the placebo effect is between 35% - 40% (for
herbal products even 16% - 71%) and it does not depend on the gender, age, previous symptoms,
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but is reduced in patients with low body weight [59]. From this point of view also vitamarine
effectiveness can be termed as high.

7. Analysis of the Factors That Could Affect Vitamarine Gel Function

Patient’s gender and age did not affect vitamarine effectiveness and safety. Statistically reliable
data indi- cate longer use of vitamarine by women. Despite the fact that elderly patients had an
increased number of illnesses, it left no impact on the treatment outcome.

Patient’s BMI gradation did not affect vitamarine efficacy and safety, and high BMI (>30.0)
also did not affect the results, but we must point out that no patients with low BMI and
malnutrition took part in the study.

Regular use of other drugs (mainly NSAIDs and anti- biotics) did not affect vitamarine
efficacy and safety; it is interesting to note with high statistical confidence (p = 0.01) and
informativity (I = 6.02) that long-term drug use is associated with yearlong constipation.
Conversely, in patients treated with NSAIDs, statistically creditable disappearance of
constipation was observed in our study. In a very large study of 10,007 patients the question-
naires revealed dyspeptic complaints in 24.9% of patients, but multivariate analysis showed the
use of NSAIDs to be the major cause of dyspepsia, then smoking (>20 cigarettes per day) and
unemployment and only lastly H. pylo ri infection [60]. A history of diarrhoea after the
antibiotics course did not affect vitamarine efficacy and safety.

History of allergic reactions to the medications was a frequent finding in our patient group
(39.5%), but it did not affect statistically vitamarine efficacy and safety and were not associated
with other signs. The above men- tioned can be regarded as a very good finding. Perhaps the
alginic acid does have anti-allergic properties, as shown by experimental data [61].

21 (50.0%) patient had extended medical history, that included diabetes, chronic pancreatitis,
liver disease, ulcerative colitis and Crohn's disease, repeated gastric surgery and rheumatoid
arthritis, but it did not affect vitamarine effectiveness and safety, neither as a whole nor in the
disease groups. There is evidence in literature that dyspepsia occurs more frequently in patients
with somatisation [62]. Vitamarine impact upon individual symptoms are summed up in the
Table 3.

26 (60.5%) patients complained about fatigue, weak- ness and early tiredness, that statistically
creditably dis- appeared after 8 - 10 days of vitamarine use notwith- standing the months or years
long duration of the com- plaints that did not affect vitamarine efficacy and safety. Taking into
account the abundant, biologically diverse, nutritional content described in the literature, this
finding was planned for and verified our working hypothesis.

Canadian researchers have found that fatigue is a very common symptom for the irritable bowel
syndrome pa- tients with drug intolerance [63] (in our study, “allergic to the medicines”).
Complaints about abdominal pain for 15 (36.6%) pa- tients and the duration of these complaints
did not

Table 3. Vitamarine impact on the | Impact/efficacy Credibility
individual symptoms. informativity
Features/symptoms/expressions

and

Fatigue, weakness and early tiredness | Disappears after 8 - 10 days | p = 0.04: 1=3.48

Abdominal pain No change in status NS

Functional diarrhoea No change in status NS
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Rapid feeling of fullness (in | Tendency to remain p=0.06;1=8.88

epigastrium)

Epigastric pain Months long pains decrease | p = 0.02; T=9.54
significantly; p=0.06; 1=4.77
tendency for yearlong pains
to decrease

Burning (heartburn) sensation in the | No change in status NS

epigastrium

Heartburn (burning sensation behind | Tendency to decrease after 8 | p=0.1; 1=1.18

the breastbone) - 10 days

Functional constipation Disappears for months, | p=0.01; 1=7.79
long-term effect

Undefined or changing bowel | No change in status NS

movements

Unexplained weight loss No change in status NS

eteorism/flatulence No change in status NS

affect vitamarine effectiveness and safety. Since this symptom belongs to the so-called “red” flag
symptoms and is associated with an increased risk of serious pa- thology, certainly prescription
of vitamarine without the doctor's consultation in this situation is risky, even though there arose
no security concerns for our patients.

11 (25%) patients complained about diarrhoea and/or unformed bowel movements that had
lasted for months and years, but it did not affect vitamarine efficacy and safety. Our study
indicates that this complaint belongs mainly to the irritable bowel syndrome patients and
evaluation of vitamarine for these patients requires a separate study. Patients’ complaints about
the sensation of rapid fullness (15 patients, 34.1%), which for 14 pa- tients had lasted for years,
did not affect vitamarine effi- cacy and safety, but this tendency (p = 0.06, T = 8, 88) remained
valid also after the course. Rapid sensation of fullness after a small food intake is a classic sign
of func- tional dyspepsia and most creditably can be observed after “greasy” food intake [64].
There is no doubt that the best treatment results of functional dyspepsia in this situation would be
achieved with prokinetic agents such as metoclopramide or domperidone.

Patients’ complaints about epigastric pain did not af- fect vitamarine efficacy and safety, but
the analysis of the duration of individual complaints indicates the fol- lowing trend: if the
complaints were long-term (years) they disappear, but, if those complaints were just months
long, they decrease statistically significantly (p = 0.02, T = 9.54). It should be noted that this is a
classic functional dyspepsia complaint. For these patients, Cochran ran- domized placebo-
controlled trial data meta-analyses con- firm the effectiveness of proton pump inhibitor therapy
[55], although the reasons for these pains may be very different [58]. Patients” complaints about
the burning feeling in the epigastrium did not affect vitamarine effi- cacy and safety, but were
closely related to months long constipation (p = 0.03, T = 8.45), and these patients had no EGDS
finding of ulcers (p = 0.01). This symptom is typical for functional dyspepsia and common for
the gas- troesophageal reflux disease, its treatment of choice be- ing proton pump inhibitors.
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Patients’ complaints of heartburn (burning sensation behind the breastbone), which is a classic
GERD symp- tom, did not affect vitamarine efficacy and safety and shows creditable tendency to
decrease after 8 - 10 days of the course. Perhaps it can be attributed to the vitama- rine sodium
alginate component’s ability to form a pro- tective mucous layer as well as its adsorbent
properties, which have been studied and are used in the clinical practice, for example Gaviscon
[59].

Patients’ complaints about month’s long constipation disappear after using vitamarine.
Statistically significant data confirm this impact of vitamarine without compro- mising its safety.
Best results were achieved by patients who used vitamarine for 2 - 4 weeks. That is also consis-
tent with literature data. Statistically significant findings indicate that patients with yearlong
constipation had more frequently used drugs and performed diagnostic EGDS. It is possible that
the small number of patients did not allow us to get more certain results. Impairment of bowel
movements in functional dyspepsia patients is common as these complaints are detected for 4 out
of 5 patients with dominating constipation (34%) [62].

Patients’ complaints about undefined and/or variable bowel movements which could be
classified as possible signs of the irritable bowel syndrome did not affect vi- tamarine efficacy
and safety and neither did the analysis of the complaints duration.

Unexplained body weight loss, which also belongs to the “red” flag symptoms [61], did not
affect vitamarine efficacy and safety, and statistically reliably correlated with the burning
sensation in epigastrium or behind the breastbone. It should be noted that a credible link be-
tween weight loss and dyspepsia [62] (in our case it can be attributed to the burning sensation in
epigastrium) has been found. On the web one can find a large number of advertising publications
regarding the “slimming proper- ties” (weight loss) of Laminaria gel. Also, some of our patients
remarked that “the stomach became smaller”, but it was not associated with objective weight
loss. On the other hand, 2 patients with high BMI remarked upon appetite improvement as an
“undesirable” phenomenon.

Meteorism, which was found in 38 patients out of the 43 responses (88.4%), did not affect
vitamarine efficacy and safety, and were not significantly associated with other features. It is
possible that extension of the course could give additional effect in this case. Several patients
noted “stomach reduction” effect, which hypothetically could be due to the irritable bowel
syndrome, however the aetiology of meteorism include a lot of different dis- eases, and this
observed patient group is quite small making subgroup analyses impossible.

Low haemoglobin was found only in 3 (8.3%) patients and its level did not influence vitamarine
safety and ef- fectiveness, and is creditably associated with the burning sensation behind the
breast bone (p = 0.02, T = 10.79) and burning sensation in the epigastrium (p = 0.02, T = 9.54).
Increased ESR was observed in 3 patients and did not affect vitamarine efficacy and safety, but
was creditably more frequent in patients with years long flatulence (p = 0.04). 4 patients had
elevated CRP, but it did not affect vitamarine efficacy and safety.

Half of the patients thought that they had no Helico- bacter pylori infection, 3 patients (8.8%)
were informed about its presence, the other ones had either no reliable knowledge or lacked
diagnostic tests, but it did not affect vitamarine effectiveness and safety, although data
weresignificantly higher for chronic pancreatitis (p = 0.05) and liver patients (p = 0.05). It should
be noted that the type of dyspeptic complaints do not differ for the H. py- lori-infected and non-
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infected patients [63], but more severe dyspeptic symptoms are characteristic for the most
virulent strains of these bacteria [64].

At various times EGDS has been performed for a total of 31 (75.6%) patients, and it did not
affect vitamarine efficacy and safety. Normal endoscopic findings were only noted for 16.7%
patients. In comparison with the study in Poland this percentage was higher-23% [65], but the
reason for this is the prevalence of elderly patients in our study. Analysing EGDS investigation
time frame, statistically significant data show that during the last weeks this investigation was
performed mainly for the patients with a burning sensation behind the breastbone.

EGDS findings were analysed regarding their impact towards the effectiveness and safety of
the vitamarine. Significant data that patients with gastroduodenal ulcers more frequently
discontinue further vitamarine use (p = 0.05, T = 1.14) were found. The pathological findings in
the oesophagus for all the patients were similar i.e. reflux esophagitis, but with no impact on
vitamarine efficacy and safety. Interestingly enough, complete vitamarine intolerance was
observed in the patient with a very se- vere reflux esophagitis. In contrast the patient with an
active scar in the gastro duodenal area exhibited a ten- dency towards general improvement.
37.9% patients with EGDS investigation had erosions in the gastroduodenal area and it did not
affect vitamarine efficacy and safety. Literature data more often than not show correlations with
ulcerous scars and reflux esophagitis with the back- ground of complete general dyspeptic
symptom diver- gence from the endoscopic picture [66].

10 (23, 8%) patients discontinued further vitamarine use, but it did not affect vitamarine
efficacy and safety, and was not connected with intolerance in this case.

Duration of the clinical study (vitamarine use): 1 - 2 weeks—25 (61.0%) patients; 4 weeks—7
(17.1%); 6 weeks—2 (4.9%); 8 weeks—2 (4.9%) and longer—5 (12.2%) and it did not affect
vitamarine efficacy and safety. Statistically significantly longer that 2 weeks vi- tamarine was
used by patients with months long obstipa- tion (p = 0.03; T = 8.45).

70.7% of the study patients regularly used vitamarine and it did not affect gel efficacy and
safety. Patients, who were using vitamarine irregularly, tended to reduce the recommended
dosage themselves and exhibited a slightly more frequent trend to report side effects. Vitamarine
dosage decrease (patient tapers the dose himself), did not affect vitamarine efficacy and safety, it
being extremely important for the preparation that is not a medication but a dietetic foodstuff.
Patient co-operation level in our study should be termed as a high one, because the ano- nymous
questionnaire of the Latvian inflammatory bowel disease patients revealed only 60, 8% level of
compli- ance [67].

Diverse undesirable side effects or complaints were noted for 10 patients out of 42 responders
(23.8%), but it did not affect vitamarine function. Adverse reactions were mild and either
disappeared while proceeding with the vitamarine course or after vitamarine course discon-
tinuation. Statistically believable, but not informative features/signs associated with side effects
were increased WBC count in blood (p = 0.02) and unexplained weigh loss (p = 0.02). These
patients also exhibit a tendency towards the sensation of rapid fullness. Vitamarine ag- gravated
symptoms only for 1 patient (2.7%) and its use had to be discontinued. This group also includes
5 (10.9%) patients who named as side effects peculiar taste of vi- tamarine, appetite increase and
weight gain.

Subjectively the patients described their sensations very diversely and these feelings are summed
up in the Table 4.

48



Remaining sensation of rapid fullness in the upper abdomen after the vitamarine course is
statistically signi- ficantly associated with the side events noted by the pa- tients (p = 0.03, =
7.91) and, conversely, patients do not point out side effects if there is no sensation of rapid
epigastric fullness (p = 0.04 , T = 5.46). More detailed analysis shows that this situation is due to
the patients with chronic pancreatitis (p = 0.04) and its complications pancreatic secretory
malfunction/insufficiency (p < 0.05), but data are not informative because of the small number of

patients.

Overall the high level of vitamarine efficacy can be also due to the fact that functional dyspepsia,
gastroeso- phageal reflux disease and irritable bowel syndrome complaints mainly overlap and,

using only one, even the “best” or “gold” standard treatment option, could be very

Table 4. Patients subjective sensations noted as side effects in the study. Nr.

Subjective
feelings/sensatio
ns

“---sensation of
something being
stuck in the
throat”

Constipation

“An unpleasant
taste in the
mouth”

Oily stool, aholia
(for patient with
chronic
pancreatitis &
secretory
insufficiency)

“:not possible to
drink”

“--at first pain in
the back
intensified, then
completely
disappeared”

“---feeling of the
thyroid gland”

Appetite
improvement and
weight gain

Distension
feeling (severe
meteorism)
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10. Loose stools,
which resolved
within 2 days

effective for one symptom or symptom group while the risk of other symptom persistence
remains. 75% of the patients would agree to participate in another clinical vitamarine trial, which
correlates with the achieved efficiency level. This is a very high percentage of con- sent, which
can be indirectly attributed to the general interest about such natural products and the beneficial
effect of this particular dietetic preparation.

Some study limitations, also, should be remembered: this relatively small number of patients
did not represent all age groups in equal manner; the non-homogenous group as well as the
disparity of the symptoms; lack of ability to obtain more precise data from the participants
regarding prior specific antibiotics usage in part of the cases as the patients were not able to
provide these data for us. However in this pilot project we wanted more to explore the perception
of well-being (subjective optimal health as perceived by the patients) according to the symptoms,
but not the standardised unspecific health questionnaires. Focus was on the patients sensations
and feelings associated with their gastrointestinal functions.

The number of used vitamarine packages did not affect efficacy and safety. It is possibly due
to the fact that half of the patients’ vitamarine course was only 8 - 10 days, while for other
patients the entire course length varies. From the user’s point of view as very important should
be termed the fact that in most cases even with the very first dietary food packaging positive
effect is achieved.

Finally, it should be noted that our study evaluating vitamarine was only a pilot study that
likewise indicates the potential dietary benefits as well as the possible risks. In order to further
clarify the effectiveness of this inte- resting product, further observations and studies of clear- ly
defined target groups, taken from the overall dyspeptic patient population, should be performed,
and it is nece- ssary to proceed with research [68,69].

8. Conclusions

1)

Vitamarine is a dietetic food whose dosage of 50 - 60 g per day in 2 cases out of 3 improves the
user’s general condition.

2)

Vitamarine is effective for early tiredness, fatigue and weakness, month’s long dyspeptic
abdominal pains and constipation disappear or decrease.

3)

Vitamarine dose of 50 - 60 g per day even for the first 8 - 10 days shows effectiveness that
practically varies little with the courses continuation.

4)

Vitamarine use is safe also for patients with a history of allergies to medications, the elderly, and
for pa- tients with concomitant diseases.
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