Ckian

Oitoua peuosuHa: pantoprazole;

1 TabreTka MiCTUTB ITAHTOIIPA30Jly HaTPil0 CECKBIrimpaT eKBiBaJIeHTHO ITaHTOIIPa30J1y
20 wmr;

OONOMIdCHI peuoguHU: HaTPito KapOoHaT 6e3BogHut, MaHiT (E 421), KpOCIIOBIiOH,
riOPOKCUIIPOIIJILIE II0J103a, Kalbllil0o CTeapaT, METaKpUJIaTHOI'O COMOIiMepPy
OUCIEePCis, TPUEeTUILUTPAT, HaTpilo Taypusiacynbdat, Tutany giokcupn (E 171), 3aniza
okcup xoBTui (E 172), Tanbk, Opadry 03F58750 Gimuii*.

* Opadry 03F58750 6inuii: rinpomenosa, Tutany miokcup (E 171), monieTUIeHTIIiKOb,
TaJIbK.

JIikapcbKa ¢dpopMma

TabeTku, BKPUTi 000JIOHKOIO, KUIITKOBOPO3YMHHi.

OcHOoBHI (pi3uKo-xiMiuHi 81acmuBocmi: OBaJIbHI ABOOMYKJIi TaOIeTKU, BKPUTI
000JIOHKOIO KOBTOT'O KOJILOPY.

@apMaKOTepaneBanHa rpyiia

[IpemapaTu Oy JIiIKyBaHHS KMCIIOTO3aJIE?KHUX 3aXBOPIOBaHb. [HTiGiTOP IPOTOHHOL
IIOMIIH.

Kom ATX A02B CO02.
®dapMaKoJI0riuHi BJIaCTUBOCTI

dapmakoduHamika.
MexaHism 0il.

[TanTonpa3zon - 3aMillleHu OeH3IMina3071, SKuM iHTri0y€e CeKpellito COIsIHOL KUCIIOTU Y
IITYHKY HIIJISIXOM clielingigHol 6710Kagu MPOTOHHUX IIOMII MapieTalbHUX KITiTHH.
[TanTonpa3on TpaHCHOPMYETECS B aKTUBHY (POPMY Y KUCIIOTHOMY CEPENOBHUIIL B
HapieTanbHUX KIiTHHAX, Oe iHri6ye depment HT-KT-AT®a3y, To6To 6510Ky€E KiHmeBuit
eTan BUPOOJIEHHS COJITHOL KUCJIOTH Yy IUIYHKY. [HTiOyBaHHS 3a/1eKUTh Bifl JO3U Ta
MIpUTHiuye K 6a3anbHy, TaK i CTUMYJIbOBaHY CEKpEeIlil0 KMCIOTH. BinbuIicTh maiieHTiB
3BIIBHAIOTHCS Bifi CKMIITOMIB IIPOTATOM 2 THUKHIB. 3aCTOCYyBaHHS IIaHTONIPA30J1y, AK i
iHmwux iHri6iTopiB mpotonHoi momnu (ITIIT) Ta iHri6iTOPiB Hz-peueHTopiB, 3HUXKYE



KHMCJIOTHICTB VY IINTYHKY i TAKUM YHMHOM 30i/IbIITy€E€ CeKpellilo TaCTPUHY IPONOPIINHO 10
3MEHIIIeHHST KMCJIOTHOCTI. 30i/TbIIeHHs ceKpellil racTpuHy o6opoTHe. OCKiNmbKU
MaHTOIIPa30iI 3B’ 13y€ (pepMEHT AUCTAJIbHO I10 BiJHOIIEHHIO [0 KIIITUHHOTO PEenTopa,
BiH MOXKe iHTiOyBaTU CEKpEIlil0 COJITHOI KMCJIOTH He3aleXHO Bifl CTUMYISI] iHITUMHU
pedoBrUHaMU (alleTUIXOJIiH, TicTaMiH, racTpuH). E(QeKT npu nmepopaibHOMY Ta
BHYTPIIIHBOBEHHOMY 3aCTOCYBaHHI IIpenapaTry OOHaKOBUM.

[Tpu 3acToCyBaHHi MaHTOMIPA30J1y 30iNMbIIYETHCSA PiBeHb TacTPUHY HaTie. [Tpu
KOPOTKOTEPMIHOBOMY 3aCTOCYBaHHi IperapaTy PiBeHb TaCTPUHY Yy OilIbIIIOCTI BUNIAOKiB
He IepeBUIlyE BEPXHbO1 MeXKi HopMmu. [Ipy HOBroTpuBasoMy JIiKyBaHHi piBHiI racTpuHy
y OiTbIIOCTI BUITAOKiIB 3pOCTaloTh BOBiIYi. OQHaK HagMipHe 1X 30ilbIIIeHHS BUHUKAE
JIWIE y TOOOUHOKUX BUNafKaX. fK HaCIiLOK, iHOAl IIPYU OOBrOTPUBAJIOMY JIIKYBaHHI
crocTepiraeTbcs cimabke abo momipHe 36inmbieHHs cnenudpivaux eHgokpuHHUX (ECL)
KJIITUH y IUTYHKY (1TogiOHO A0 ajmeHoMaTOoimHoI rineprutasii). OgHak, 3TigHo 3
IIPOBENEHUMU OOTENeP OOCIiAXKEeHHSAMM, YTBOPEHHS KIIITUH-IIOIEPEeNHUKIB
HEeWPOEeHOOKPUHHUX NYXJINH (aTUIIOBA Tinepninasis) abo HelPOeHOOKPUHHUX ITyXJIUH
IIJTYHKA, SIKi OyJI0 BUSBJIEHO YV OOCJIiIXKEHHSX Ha TBapUHAX, Yy JIIoel He
criocTepirasnocs. Buxonsayu 3 pe3yabTaTiB JOCIIiAXKEeHb Ha TBapuHaxX, He MOXKHa
TTOBHICTIO BUKJIIOUUTH BIIJIUB HOBTOTPUBAJIOro (6isbIlle OQHOTO POKY) JMiKyBaHHS
MMaHTOIIPa30JI0M Ha €eHOOKPUHHI apaMeTpH INUTOBUOHOI 3a103u. Ha Tii mikyBaHHS
AHTHUCEKPETOPHUMH JIiIKapChKUMHU 3aco0aMU PiBeHb TaCTPUHY B CUPOBATIIL KPOBI
3pOCTaE y BiTIOBib HAa 3HUKEHHS CEKpellil Kucnotu. Kpim Toro, yepe3 3HUKEHHS
KHMCJIOTHOCTI LIIJT[yHKa MifgBUILYETHCA pPiBeHb XpoMorpaHiny A (CgA). IligBuiieHuin
piBeHb CgA MOXKe BILJIMBATU Ha Pe3yJIbTaTU OOCIIIOXKEHb IIPU OlarHOCTUIII
HEeWPOEeHOOKPUHHUX NyxIuH. HasiBHI ony6ikoBaHi gaHi cBim4yaTh IIpo Te, 110
nikyBaHH [I1I1 ciig IpUNIUMHUTY IPOTATOM IIEpiony Bif 5 OHIB OO0 2 TUXKHIB [0
BuMiproBaHb piBHA CgA. Lle mo3Boisie piBHIO CgA MOBEPHYTUCA B Alana3o0H
HOpPMaJIbHUX 3HAa4YeHb, SIKi MOXKYTh OYTU MOMUMIIKOBO ITiABUIIEHUMH ITiCJIS TiKyBaHHS
ITIIT.

dapmaKoKiHemukKa.
BcmoxkmysaHHA.

[TarnTOmpa30s1 BCMOKTYETHCS IIBUAKO, @ MaKCUMaJlbHa KOHLIEHTpallid B I1Jla3Mi
OOCSATA€ETHCA BXKe IIiCJIA OQHOPA30BOIr0 IepopalbHOro npuiioMy no3u 20 mr. B
cepemHbOMY 4Yepe3 2-2,5 TOOWHU HiCIA IPUUOMY OOCIATa€EThCA MaKCUMaJlibHa
KOHIIEHTpAllig B CUPOBATIIl KPOBi (Cmax) Ha piBHi 61u3bKO0 1-1,5 MKr/mII;
KOHIIEHTpAIlis 3a/JIUIIAaEThCS MOCTINMHOIO ITicast 6araTopa3oBOT0 IIPUKOMY.
dapMakKOKiHeTHYHi BJIaCTUBOCTI He 3MiHIOIOTLCS IIiCJIsI OMHOPA30BOro abo MOBTOPHOIO
npuriomy. B miama3soni go3 Big 10 mo 80 Mr ¢papMaKoKiHeTHKa HaHTOIIPAa30JIy B M1a3Mi
3aJIMIIAETHCS JIIHINHOIO K IIPU IepopaJbHOMY IIPUMOMI, TaK i Ipu



BHYTPiIIHbOBEHHOMY BBefeHHi. BcTaHOBIEHO, 1110 abconmtoTHa 6i0OOCTYIIHICTD
TabJIeTOK CTAHOBUTH OM3bKO 77 %. OgHOYaCHe BXKUBAHHS 1Ki He BIJIMBA€E Ha IIJIONTY

i KPUBOIO «KOHIIEHTpallis B m1a3Mi-gac» (AUC) abo Cm o a BiOIIOBIOHO, 1 Ha

a
6iogocTymnHicTh. I[Tpu ogHOYaCHOMY BXKHWBaHHI 12Ki 30iIbIIIYETHCS JTUIIIE BapiaTUBHICTD

JIATEHTHOTO Iepioxdy.
Po3noodin.

3B’s13yBaHHS ITaHTONpPAa30Jty 3 6ilIkaMy CUPOBaTKU CTAHOBUTH 071M3bK0 98 %. O6’eM
po3mnofiny ctaHoBUTH 611u3bko 0,15 /KT

BiompaHcpopmauisn. PeaoBuHa MeTab0JTi3yeThCA MalizKe BUKTIOYHO Y ITEeYiHIIi.
OCHOBHUM MeTabOIiYHUM HIJITXOM € IeMeTUyBaHHS 3a mornoMmoroo CYP2C19 3
MMOJabIIOI0 CyJIbaTHOIO KOH IOTalli€lo; A0 iHIINX MeTaOoTiYyHUX IIJIIXiB HaJIeXUTh
OKMCHEeHHs 3a momnomoroio CYP3A4.

BuseoeHHs. KiHlleBui mepioq HaniBBUBEIEHHSI CTAHOBUTH OTU3bKO 1 TOOUHU, a
kiipeHc - 0,1 n/rog/kr. Byso BimMidyeHO AeKijibKa BUNIaAKiB 3aTPUMKU BUBEOEHHS.
3aBOsKU cnelu(pivHOMY 3B’ sI3yBaHHIO IAHTOIIPA30JIy 3 IPOTOHHUMH IOMIIaMUA
rapieTanbHUX KIIITHH Iepion HalliBBUBEIeHHS He BimmoBimae HabaraTo Oimbmrii
TPUBAJIOCTI Ail (IPUTHiIYEHHIO CEKpeIlil KMCJIOTH).

OcHOBHa 4YaCcTHUHA MeTaboJIiTiB MaHTOIPa30J1y BUBOOUTLCS i3 ceuero (6mu3bko 80 %),
perlTa BUBOOAUTHCS 3 KajioM. OCHOBHMM MeTaboJIiTOM K B CUPOBATIIi, TakK i B cedi €
OeCMEeTHUJIIIaHTOIIPa30JI, KOH I0rOBaHUH i3 cynbdaToM. [lepiog HalliBBUBEOEHHS
OCHOBHOTO MeTabomniTy (6nu3bko 1,5 roguHu) He HabaraTo IepeBUIIyE ITepiof
HalliBBUBEOEHHS IIaHTOIIPa30Jly.

Ocob.usi epynu nauieHmis.

IToginvHi memaboaizamopu. bnu3bko 3 % €BPOIENIliB MalOTh HU3bKY QYHKIIIOHAIbHY
akTuBHiCTL pepmenTy CYP2C19; ix Ha3uBalOTh NOBIIbHUMU MeTabosizaTopaMu. B
opraHi3dMax TakKuxX 0cib MeTab0J1i3M IMaHTOIIPa30J1y, UMOBipHO, TOJIOBHUM YHMHOM
KaTtanizyerbcs pepmenToM CYP3AA4. IMicna npuiioMmy ogHiei go3u 40 M maHTOIPa30Iy
AUC 6yna npubmu3HO B 6 pa3iB OilbIIO0 y TTOBITBHKUX MeTab01i3aToOpiB, HiXK B 0Ci0,
sIKi MaloTh QyHKIIIOHaNbHO aKTuBHUM hepmeHT CYP2C19 (mBuaOKi MmeTabosmizaTopu).
CepepnHs miKOBa KOHIIEeHTpallid B mja3Mi 3pocia npubnui3Ho Ha 60 %. Lli pe3ynbsraTt
He BIJIMBAIOTh Ha JO3yBaHHS IIaHTOIPAa30JLy.

ITopyweHHs ¢yHKUil HUpOK. PeKoMeHallill 111040 3HUXKEHHS J03U IIpU NPHU3HaYEeHHI
MMaHTOIIPAa30JIy MallieHTaM i3 HOoTipmIeHHAMU (PYHKI[IM HUPOK (y TOMY YMCIIi ITallieHTaM
Ha fianisi) Hemae. 4K i B 3mopoBuX JOOPOBOJIBIIIB, I€PiO HAIliBBUBEAEHHS
aHTONPa30Jly B HUX KOPOTKUH. [1iani3yi0ThCs Nullle AyKe HeBeJIMKi KilIbKOCTI
MmaHToIIpa3oiy. [Tompu Te, 1110 B OCHOBHOT'O MeTaboJIiTy IIOMipHO TPUBAIUM mepiofn



HamniBBUBeOeHHS (2-3 roOuHU), BUBEOEHHS BCE OOHO IIIBUOKE, TOMYy KyMVIISIlil He
BimOyBa€ThHCH.

ITopyweHHAa ¢pyHKUII neuiHKu. X04a y IAIi€HTIB i3 HUPO30M mediHKu (Kimacu A ta B 3a
mKasom Yannga-I1'10) mepion HamiBBUBeOeHHs 3pocTa€e oo 3-6 rogus, a AUC

30inmbiIyeThCsa B 3-5 pasis, Cma
MMOPiBHSIHO 3 TAKOI0 Y 3M0POBUX TOOPOBOJIBIIIB.

. 3OLIBIIY€ETHCS JUIIIEe HE3HAYHUM YMHOM - Y 1,3 pasu

ITauieHmu aimHbvo20 8iky. He3nauHe 306inbimenHs AUC Ta Cmax y mOoOPOBOJIBIIIB

JIITHBOTO BiKy MOPIBHSIHO 3 BiIMOBIOHUMU MOKA3HUKAMU Y OiJTLIIT MOIOOUX
TOOPOBOJIBIIIB TAKOXK HEe Ma€ KJIIHIYHOTO 3HAUYEeHHS.

Himu.

[Ticnss ogHOpa3oBoro npuiiomy go3u 20 abo 40 Mr manTomnpas3oiy nepopanbHo AUC Ta

Cmax y OiTeu BIKOM Bifl 5 mo 16 POKiB 3HAXOOUJIUCA B MeXKaX BiAIOBIAHUX 3HAYEHb Yy

OOPOCIIUX.

[Ticrss ogHOPA30BOT0 BHYTPIITHLOBEHHOT'O BBEJIEHHS MaHTONPa30yy B mo3ax 0,8 abo
1,6 Mr/Kr miTssM BikoM Bif 2 mo 16 pokiB He Oyy0 BigMideHO 3HAYMMOTO 3B’ SI3KY MiXK
KJIipeHCOM MmaHTONnpa30Jy ¥ BikoM abo Macoro Tina maiieaTa. AUC Ta 06’eMm
PO3MIOAiTYy BiAIOBiOaIN JaHUM, OOepPKaHUM IIi[] Yac OOCJIIOXKEHb 3a YYacCTIO JOPOCIIUX.

IToka3aHHA

Iopocai ma dimu gikom 8i0 12 pokxis.

CuMnToMaTHU4YHe JTiKyBaHHS racTpoe3odareanbHol pedIiioKCHOI XBOPOOH.
TpuBane nikyBaHHS Ta IIpodiakThKa pPeluauBiB pedaoKc-e3o0darity.
Ilopocai.

[TpodinakTrKa yTBOPEHHS BUPA3KM IIUTYHKA Ta OBAHAOUATUIIAIOl KUIIIKY,
CIIPUYHMHEHO] IPUMOMOM HECEIEKTUBHUX HECTEPOIAHUX MPOTHU3analIbHUX 3aCc00iB
(HII33) y namieHTiB rpynu pu3UKYy, AKi MOBUHHI 3acTocoByBaTu HII33 mpoTsarom
TPUBAJIOTO 4Yacy.

HpOTHHOKaSaHHSI

[TigBuIlleHa YyTJIUBICTh MO aKTUBHOI Pe4OBUHU ab0 0 OyOb-IKOr0 KOMIIOHEHTAa
Impernapary, OO MoXimHuX 6eH3uMifga30ITy.

B3aemogisi 3 iHIIMMH JTIiKapChbKHMH 3ac00aMH Ta iHIII BHIH B3a€MoOail



Jlikapcvki 3acobu, abcopbuisn saxux 3asexcums 8i0 pH. YHaAcCIimoOK ITOBHOTO Ta
OOBTOTPUBAJIOrO iHTiOyBaHHSI CEKpellil COISTHOI KMCJIOTH IMMAaHTOIIPAa30JI MOXKe BIIJIMBATH
Ha abcopOilito ImpemaparTiB, OJid IKUX 3Ha4eHHs PH IIIIyHKOBOTO COKY € BaXKJIMBUM
dakTopoM ix OiogOCTYITHOCTI (HanpuKJiad, AesIKUX IPOTUTPUOKOBUX Iperaparis,
TaKUX K K€TOKOHA30JI, iTpaKOHa30J1I, IT03aK0Ha30J1, abo iHINX MpemnapariB, TaKUX K
epPJIOTUHIO).

IH2ibimopu npomeasu BIJI. He peKOMEeHIOYETHCSA CYMiCHE 3aCTOCYBaHHSI IIAHTOIIPA30JTy
3 inri6iTopamu nporteas3u BIJI (TakuMu siK aTa3aHaBip), aOCcopOIlisa IKUX 3a1eXKUTh Bifl
BHYTPIITHBOIILTYHKOBOTO PH, Uepe3 cyTTeBe 3HMKEHHS 1X 0i0MOCTYIMHOCTI (OUB. PO3Min
«OCcOoOIUBOCTI 3aCTOCYBaHHS»).

Y BumapgKy, KOJIM CyMiCHOTO 3aCTOCyBaHHs iHTi0iTOpiB mpoTeas3u BIJI 3 ITIIT He MOXKHa
VHUKHYTU, PEKOMEHYETHCS PEeTEeJIbHUY KJIIHIYHUY MOHITOPUHT (HalpUKiafg,
BipyCHOT' 0 HaBaHTaxXeHHs1). He ciin mepesBuiryBaTu moO60By 03y IMaHTOIIPa30iy 20 Mr.
Moxke BUHUKHYTU HEeOOXigHICTh KOPUTYBaAHHS H03U iHTiOiTOpiB mpoTea3u BIJI.

KymapuHosi anmukoaz2yaaHmu ((peHnpoKyMoH i eapgpapuH). CyMiCHe 3aCTOCYBaHHS
MMaHTOIIPa301y 3 BapdapuHoM abo GeHIPOKYMOHOM He BIIJIMBaJIO Ha
dbapmakokiHeTUKy BapdapuHny, ¢peHnpokyMmony abo MHI (MixkHapogHUH!
HOopMai3doBaHuM iHgeKkc). OgHaK DOBIOOMIISAIU PO miaBuilleHHS MHI Ta momoBXKeHHS
npoTpoMOiHOBOTO Yacy y Hali€eHTiB, IKi cyMicHO 3acTtocoByBanu II1I1 Ta Bapdapun abo
dbenmnpokymon. [MimBunienHss MHI Ta momoBKeHHSI TPOTPOMOIiHOBOTO YaCy MOXKYTb
ITPU3BECTH OO0 PO3BUTKY MATOJIOTiYHOI KPOBOTEYi Ta HABiTh [0 JIETAJIBHOT'O HACTiAKY. Y
pasi TaKoTro CyMiCHOT'O 3aCTOCyBaHHS HeOOXimHO MpoBOAUTH MOHiITOpUHT MHI Ta
MpoTpoMOiHOBOTO Hacy.

Memompekcam. 3adikcoBaHo, 10 OGHOYACHE 3aCTOCYBaHHS BUCOKHUX 03
MeToTpekcaty (Hampukian, 300 mr) Ta ITII1 36inburye piBHiI MeTOTpeKcaTy B KPOBi y
nessKuX narieHTis. [lalieHTaM, 1Kl 3aCTOCOBYIOTh BUCOKI JO3U MeTOTpeKcary,
HaIpUKJiag XBOPUM Ha pak abo mcopia3, peKOMEHOYETHCS TUMYAaCOBO IIPUITUHUTHU
JIIKyBaHHS IaHTOIIPa30JIOM.

THwi 83aemo0ii. [TaHTOITPA30/1 3HAYHOIO Mipoio MeTaboIi3yeThCs B IIeYiHII yepe3
cucteMy depmeHTiB uuToxpomy P450. OcHOBHUM HIIsX MeTab0Ii3My -
neMeTuIoBaHHS 3a gornoMmoroio CYP2C19 ta iHmMX MeTabOoIiuHUX HIJISXiB, y TOMY
yucii okucHeHHA pepMeHTOM CYP3A4. Hemae gaHuX OO0 KITiHIYHO 3HAUYIIUX
B3a€EMOIi¥l MiXK MaHTOIIPA30JIOM Ta JIiIKapChbKUMHU 3aco0aMH, siKi TaKOXK
MeTaboIi3yI0ThCS 3a HOIIOMOI0I0 IMX IIIAXiB (KapbamMa3zemniH, gia3emaM, riibeHKIaMif,
HidenuIiH, mepopasbHi KOHTPALEIITUBY, SKi MICTITh JIEBOHOPTECTPEI i
eTHUHiecTpamion).



He MoxHa BUKJIIOUATH B3a€EMO[iI0 TIAHTONPAa30J1y 3 IHIIKUMHU IIpernapaTaMy, sKi
MeTabo0J1i3yI0ThCS Yepe3 10 K PepMeHTHY CUCTEMY.

Pe3ynbpTaTu Liioro psaay OOCIiAXKeHb 040 MOXKJIMBUX B3a€EMO/IM BKa3yIOTh, 1110
TTaHTOIIPA30J1 He BIJIMBa€E Ha MeTab0JIi3M aKTUBHUX PEYOBUH, III0 MeTabOoIi3yl0ThCs 3a
moriomoroio CYP1A2 (Hanmpukinan, KodeiH, Teodinin), CYP2C9 (Hampukmnasm,
nmipokcukaM, gukinodeHak, HanpokceH), CYP2D6 (Hanpukian, metomnposon), CYP2E1
(HammpuKiam, eTaHoJI), He BIIJIMBA€E Ha P-TIIKOIPOTEIH, IO aCOIiI0ETHCS 3i
BCMOKTYBaHHSIM JUTOKCUHY.

He BusiBiieHo B3a€MOJIﬁ 3 OJHO4YACHO INIPU3HAYEHNMH aHTallUJaMH.

Bynu npoBemeHi HOCHiaXKeHHs 3 BUBYEHHS B3a€EMO[Iil ITaHTOIIPa30Jly 3 OAHOYaCHO
Npu3Ha4YeHUMU MeBHUMHU aHTHOIOTUKaMHU (KJIapUTPOMIIIMH, METPOHiAa3071,
amMokcunuiiz). KimiHiYHO 3HaUyIUX B3a€EMOMIN MiXK IIMMU IIpellapaTaMy He BUSIBJIEHO.

Jlikapcvki 3acobu, w,o iH2ibytomb abo iHOykKytomb CYP2C19. Iuribitopu CYP2C19, Taki
K (prIyBOKCaMiH, MOXKYTh 30i/IbIITyBaTU CUCTEMHUM BIJIMB NaHTOIIpa3ony. Crin
PO3TIITHYTH HEOOXiOHICTh 3HUKEHHS 03U IIpenaparTy s MMalliEHTiB, IKi OTPUMYIOTh
MOBrOTPUBAJIY Tepallilo IIaHTOIIPa30JI0M Y BUCOKMUX [103aX, Ta [OJIA ITAlll€HTiB i3
MopyIIeHHAMHU QYHKII] nediHnku. [HaykKTopu pepMeHTiB, 10 BonuBaioTsk Ha CYP2C19
Ta CYP3A4, Taki sk pudaMminuH Ta 3Bipo6iit 3Buyaitnuit (Hypericum perforatum),
MOZKYTb 3HHUIKYBaTH IJ1a3MOBi KOHIIeHTpalii IT1I1, ski MmeTab0s1i3yI0ThCs Yyepes 1ii
depMeHTHI cucTeMu.

Oc006/71MBOCTi 11070 3aCTOCYBaHHS

IMopywenHa ¢pyHKUil neuiHku. [1ammieHETaM i3 TAXKKUMU IIOPYIIEHHSIMU (QYHKITI1
MeYiHKY HeoOXimMHO peryisapHO KOHTPOJIIOBATU PiBEHb IMeUYiHKOBUX (DEPMEHTIB,
0COOJIMBO ITiJT YaC MOBTOTPUBAJIOTO JIIKYBaHHSA. Y pa3i mimBUINIeHHS PiBHSA MEeYiHKOBUX
(epMeHTiB NTiKyBaHHS IIperapaToM HeoOXimHO MPUNIUHUTHU (OuB. po3ain «Crocid
3aCTOCyBaHHS Ta OJO3U»).

®, TabJIeTKH II0

CywmicHe 3acmocysaHHA 3 HII33. 3acToCcyBaHHSA IIpenapaTry 30JI0IeHT
20 mr, gns npodiakKTUKM BUPa3KU MIJIyHKA Ta OBaHAOISTUNAI0l KUIIKY,
crupuuynHeHux npuriomoM HII33 moBruit yac ciig oOMeKUTH IalliEHTaMU, SIKi CXUJIbHI

00 9aCTHUX 3aroCTpeHb BUPA3KHU IIJIYHKA Ta ,E[BaHaI[I_IFITI/IHaJ'IOi KHUIIKMH.

OwuiHka piBHSA PU3UKY OIPOBOOUTHCS 3 ypaxyBaHHAM iHAUBIAyalIbHUX (aKTOPiB PU3UKY,
BKJIIOUalO4H BiK (> 65 poKiB), aHaMHe3 PO3BUTKY BUpPa3KHU LILITYHKa abo
OBaHAAISATUIIAIOl KUIIKHY, @ TAKOXK IIJTYHKOBO-KUIITKOBUX KPOBOTEY.

3/10AKICHI HOBOYyMBOpPeHHA wayHKad. CUMIITOMaTA4YHa BifIOBiOAb Ha 3aCTOCYBaHHS
MMaHTOIIPa30JIy MOXKe MaCKyBaTHd CUMITOMHU 3JI0SIKiCHUX HOBOYTBOPEHBb IIIJTYyHKa Ta



BiITEepMiHOBYBaTHU 1X AiarHOCTUKY. [Ipu HaABHOCTI TPUBOXKHUX CUMIITOMIB
(HampuKIiaz, y pa3i CyTTEBOI BTpAaTH MacH Tina, nepioguyHoro 6710BaHHS, nucdarii,
OJII0BaHHS i3 KPOB'I0, aHeMii, MeJIeHH1), a TaKOX ITPH I1imo3pi abo HassBHOCTi BUPa3KHU
IIJTYHKA IMTOTPiOHO BUKIIOUYUTY HasIBHICTDh 31I0SIKiICHOTO Ipoliecy. AKI0 CUMIITOMHA
30epiraroThCsl IPU aJeKBaTHOMY JIiKyBaHHi, HEOOXiITHO ITPOBECTU AOOAaTKOBE
00CTeKeHHS.

IH2ibimopu npomeasu BIJI. He peKOMEeHIOYETHCSA CYMiCHE 3aCTOCYBaHHSI IIAHTOIIPA30JTy
3 inri6iTopamu nporteas3u BIJI (TakuMu siK aTa3aHaBip), aOCcopOIlisa IKUX 3a1eXKUTh Bifl
BHYTPIITHBOIILTYHKOBOTO PH, Uepe3 cyTTeBe 3HMKEHHS 1X 0i0MOCTYIMHOCTI (OUB. PO3Min
«B3aeMomis 3 iHmIMMH TiKapChbKUMHU 3acoO0aMu Ta iHIII BUOU B3aEMOMI»).

Ab6copbuis eimamiHy B 12" [TaHTOmpAa30sI MOXKe 3MEHIIIyBaTH BCMOKTYBaHHs BiTaMiHy B
12 (miaHokoOanmaMiny) y 3B’s13Ky 3 BUHUKHEHHSM Timno- Ta axjopriapii. Le cmig
BpaxOByBaTH y pa3i 3HUKEHOI MacCH Tijla y HallieHTiB abo HasgBHOCTi (haKTOPiB PU3UKY
1000 3HUKEHH IIOIJIMHAHHSA BiTaMiHY B12 IIPY JOBrOoTpUBAJIOMY JIiKyBaHHi, abo
HasIBHOCTI BiAIOBIMHUX KJTIHIYHUX CUMIITOMIB.

Iloseompusase nikyeaHHs. IIpu DOBTOTPUBAJIOMY IIE€PioAi TiKyBaHHS, 0COOIUBO
Oinbille OMHOTO POKY, HMAlliEHTU IMOBUHHI 3HAXOOUTUCH ITif PEeryJISpHUM HaTrIsaaoM
JIiKaps.

TH@eKuii wayHKoBO-KUWKOB020 MpaKmy, cnpudyuHeHi 6akmepisamu. JIiKyBaHHS
IMAHTOITPA30JI0M MOXKe He3HAaYHOIO MipOI0 MigBUIINTU PU3UK BUHUKHEHHS IIIJTYHKOBO-
KHUIIKOBUX iHQEKIiM, CIPUYNHEHUX TaKUMU OaKTepisMmu, ik Salmonella i
Campylobacter a6o C. Difficile.

I'inomaezHiemisa. CnocTepiraaucs BUIMAAKM TSXKKO]1 rimoMarHieMil y Iali€eHTiB, sKi
orpuMyBanu IIIIl, Taki K TaHTONIPa30Ji, IPOTATOM He MeHIlle TPhOX MICALIB, Ta B
OiNTbIIOCTI BUMIAAKIB IPOTATOM POKY. MOXKYTh BUHUKHYTH Ta CIIOYATKy HEIIOMITHO
PO3BUBATHUCS TaKi CEpPMO3HIi KIIiHIYHI MPOsSBU rinmomMarHieMii: BToMa, TeTaHis, genipiu,
CyoOMHM, 3allaMOpPOYEHHS Ta IIJIyHOUYKOBa apuTMisd. Y pa3i rinomarHiemii B OilbIIIOCTi
BUIIaAKiB CTaH Malli€HTiB ITOKpaIlyBaBCs MiC/Is 3aMiCHOI KOPUTYIOYO0l Teparril
pelapaTaMu MarHiio Ta OpUnUHeHHA npuiomy IIIII.

[TamienTaM, siki 1oTpeOyIOTh JOBrOTPUBAJOl Tepamii, abo mallieHTaM, SKi MpuiiMalTh
ITITT omHOYACHO 3 OUTOKCUHOM abo0 mpenapaTaMi, 10 MOXKYTh CIIPUYUHUTHI
rimoMartieMiio (Hanpukiaf, OiypeTUuKu), MOoTPiOHO BU3HaYaTH PiBEHb MarHiio mepe
novyaTtkoM JjiikyBaHH4 [III] Ta nmepiogu4HO i Yac JIiKyBaHHA.

Ilepeaomu Kicmok. [JoBroTpuBare JIiKyBaHHS (OifibIlle OOHOTO POKY) BUCOKUMU
no3amu ITTIT Moke moMipHO 30iNBIINTH PU3UK IIEPEJIOMY CTErHa, 3all’ICTs Ta XpeOlTa,
ImepeBaxkHO y JIIoAel IiTHLOTO BiKy a00 Impu HasIBHOCTI iHIMMX PaKTOPiB PU3UKY.



Bigomo, 110 3acTtocyBauHs ITIIT Moxke 30iTbIIUTY 3arajJIbHUM PU3UK ITepesoMiB Ha 10-
40 %. [Iesiki 3 HUX MOXKYTh OyTH 00yMOBJIeHi iHIUMU (haKTopaMu pu3uKy. [TalrienTu 3
PHU3KUKOM PO3BUTKY OCTEOIIOPO3Y IIOBHHHI OTPUMYBAaTH JIIKyBaHHS BIifIIOBIOHO OO
Oi0UMX KJITIHIYHUX peKOMeHAallii Ta CIOXKMBATU AOCTATHIO KiJIbKiCTh BiTaMiHy D Ta
KaJIbIIiio.

ITioecocmputl wkipHut yepsoHull oeuak. 3actocyBaHHs ITII1 moB’ I3yIOTh i3 myxKe
PlOKUMU BUIIaKaMU PO3BUTKY IIiIATOCTPOro MIKIPHOTO Y4ePBOHOI'O BOBYaKa. fAKIINO
BUHUKAE ypaxKeHHs, 0COOIMBO Ha HilsHKAaX, 110 3a3HAlOTh BIIJIMBY COHSYHOTO CBiTHa, i
Ile CYIPOBOMAXKYETHCSA apTPaTi€lo, NalieHTy He0OXiIHO HeraiHoO 3BEPHYTHUCS [0
JIiKapsi, IKUU pPO3rJisHe HeoOXiIHICTh NPUIIMHEHHS 3aCTOCYBaHHS MaHTOMIPa30ITy.
ByHUKHEHHS IMIATOCTPOro IIKIPHOTO YEPBOHOI'O BOBYAaKa y ITAlllEHTIB IIiJ Yac
nonepensbol Tepamrii ITITT Moke MiABUIIMUTU PU3UK UOTO PO3BUTKY IIPU 3aCTOCYBaHHI
igmwmx ITII1.

Bnaue Ha pe3yiabmamu aabopamopHux 00CAI0HCEeHb.

[TipBuinenuu piBeHb XxpoMorpaHiny A (CgA) MozKe BIIZIMBAaTH Ha pe3yJ/ibTaTH
OOCITiIKeHb ITPU AiarHOCTUIlI HEUPOEHOOKPUHHUX IMyxauH. [[J06 YHUKHYTH TaKOTO
BILJIUBY, JIIKyBaHHS IIQaHTOIIPA30JIOM CJIif TUMYaCOBO IIPUNNHUTU IIPUHANUMHI 3a 5 OHIB
IO IpoBendeHHs OUiHKU piBHA CgA (puB. po3nin «PapMakoguHaMika»). AKII0 piBHI
CgA Ta racTpuHy He IOBEPHYJIUCS B Oialla30H HOpPMaJIbHUX 3HAYEHb ITiCIIA
II0YaTKOBOT'O BUMIPIOBaHHS, CJIif IIPOBECTHU IIOBTOPHI BUMiproBaHHA dyepe3 14 OHIB
nicnd BigpMinu jtikyBaHHA IT1IT.

3acmocysaHHsA y nepiod sazimHocmi abo 200y8aHHs 2py0010.

BaeimHicmue. HasBHI gaHi 11000 3aCTOCYBaHHS IaHTONPAa30Jly BariTHUMM XIHKaMUu
(mpu6sm3ro 300-1000 moBigoMIIeHb ITPO Pe3yIbTaTU BariTHOCTi) BKAa3yIOTh Ha
BilCcyTHiCTbL eMOpioHanbHOI ab0 ¢eTo-HeoHaTaIbHOI TOKCUYHOCTI ITpemnapary. Y
IIpoI1leCi OOCIiAXKEHb Ha TBApUHAX CIIOCTepirajacsa penpoayKTUBHa TOKCUYHICTh. AK
3amo0iKHUM 3axif, Clif YHUKATH 3aCTOCYyBaHHS ITaHTOIPAa30JIy BariTHUM XKiHKaM.

Ilepio0 2o0ysaHHA 2py0dot. [locnigKeHHS Ha TBapHHaX IoKa3alu eKCKpPEeIliio
MMaHTOIIPA30JIy B I'pygHEe MOJIOKO. HegocTaTHRO MaHUX OO0 €KCKpellil IaHTOIPa30JIy
y TpyLHEe MOJIOKO JIIOOWHU, IPOTE IIPO TaKy eKCKpellito nosimoMmisanu. He MoxkHa
BUKJIIOYaTU PU3UK [JI1 HOBOHAPOIXKEHUX/HEMOBJIAT. PillIeHHA PO IPUIIMHEHHS
rogyBaHHS Ipynaio abo IpUNIMHEHH/YyTPUMaHHS Bif JIiKyBaHHS IIaHTOIIPa30JI0M
MOTPiOHO mpUMMAaTH 3 ypaXyBaHHSAM KOPUCTI Biff TOOyYBaHHS TPYOOI0 OIS OUTHUHY i
KOPHUCTI Bif JIIKyBaHHSA IIAQHTOIIPA30JIOM [JI XKIHKU.

®epmuavHicmb. [laHTOIIPA30J1 HE TOPYIIyBaB (PEPTUIBHICTD ¥ AOCITIAXKEHHIX Ha
TBapUHAaX.



30amHicmb enausamu Ha weudKicmb peakuii npu KepysaHHi aemompaHcnopmom abo
iHwumu mexaHidamamu. [TanTonpal3os He BIIUBAaE abo Ma€ OyKe He3HAUHUU BILJIUB Ha
IIBUKICTh peakilil ITpu KepyBaHHi aBTOTPAHCIOPTOM ab0 iHIIIMMU MeXaHi3MaMMu.
Heo0xigHO BpaxoByBaTH MOXKJIUBHUY PO3BUTOK ITOOIYHUX peaklliii, TaKUX 5K
3arraMOpOYeHHS Ta po3jiagu 30py (AuB. po3min «ITob6iuHi peakilii»). Y TaKux BUIIagKax
He CJIim KepyBaTH aBTOTPAHCIIOPTOM abo ITpallfoBaTH 3 iHIIMMU MeXaHi3MaMHu.

Cmoci6 3acTocyBaHHSI Ta I03H

30HOHeHT®, 20 mr, TabneTKu ciimg npuiiMaTtu 3a 1 ToguHy {00 igu WinuMu, He
PO32KOBYyBaTH Ta He MOApPiOHIOBATH, 3alIUBaTH BOOOIO.

PexomeHdosaHe 003yBaHHA.
Iopocai ma dimu 8ikom 8i0 12 pokis.

CuMnOTOMaTHYHE JIIKyBaHHS racTpoe3odareanbHol pedII0KCHOI XBOPOOH.

® Ha no0y.

PekoMmeHpoBaHa fo03a ctaHoBUTh 20 Mr (1 TabmeTka) mpemapaTy 30JI0IIEHT
3a3BrUYal CUMIITOMHU I1€e4il MUHAIOTh ITPOTATOM 2-4 THUXKHIB. AKIIO IIbOTO TEPMIiHY
HEeOOCTaTHHO, JIIKyBaHHS IIPOAOBXKYIOTh IIPOTSATOM HACTYIIHUX 4-X TUXKHIB. [licna
3HUKHEHHS CUMIITOMATUKHU ITOBTOPHY II0SIBY CUMIITOMIB MOXKHa KOHTPOJIIOBATH,
3aCTOCOBYIOYH 3a notpebu 20 mr npemnapaty 1 pa3 Ha moOy, npuiimaiouu 1 TableTKy,
KOJH 11e HeoOximHo. [Tepexin Ha TpuBaly Tepariio CIifl PO3TJISHYTH Y BUMIAOKY, KOJIU

He 3a0e3nevyeThCs 3aJ0BiTbHUM KOHTPOJIb CUMIITOMIB IIPU Teparril 3a moTpeboio.

TpuBane niKyBaHHS Ta OpodiTaKTHKa PelnauBiB pedIioKkc-e30dariTy.

[71 COBroTpMBAasoro JIiKyBaHHS IMiATpuMyloda go3a ctaHoBUTH 20 mr (1 TabrieTka)

® Ha mo0y, IpU 3arOCTPEHHi 3aXBOPIOBAHHS MOXKJINBE

npernapaTy 30JI0IeHT
30inbiieHHs mo3u mo 40 Mr Ha go0y. Y TakoMy BUIIaAKy PEKOMEHOYETHCS IIPUNMOM
TaGnerok 3omonent® 40 mr. Ilicns YCYHEHHS PEeLUOUBYy 003y 3HOBY MOXHAa 3MEHIIUTHU

mo 20 Mr mpemnapaTty Ha mo0y.
Ilopocai.

HpOd)iHaKTI/IKa BHPA30K IIIJIVHKA Ta JIBaHaJII_IHTI/IHaJ'IOI KHWIITKHW, CIPUYMHEHUX

NIPUHOMOM HECeJIeKTHBHUX NPOoTH3ananabHuX 3aco6iB (HI133) v mamieHTiB rpynu

pU3UuKYy, Ki noBuHHI npurMaTtu HII33 TpuBanuu 4yac.

®

PekoMmeHpoBaHa fgo3a ctaHoBUTh 20 Mr (1 TabrmeTKa) nmpemnapaTty 30JI0IeHT -~ Ha go0y.

ITopyweHHs ¢yHKuii neviHKu. [TallieHTaM i3 TIXKKUMU IIOPYIIEHHAMHU QYyHKITII
Me4YiHKM He ciig nepeBuillyBatu go3y 20 Mr (1 TabneTka) Ha mo0Oy.



INopyweHHsa ¢pyHkuil HupokK. IallieETu i3 mopylmeHHaMHu QYHKII1 HUPOK He
noTpeOyI0Th KOPUTYBAHHS O3U.

ITauieHmu niMHbO20 BiKY He TTOTPeOYIOTh KOPUTYBAHHS OO3U.

Himu. IIpenapaT He peKOMEHOYETHCSA 3aCTOCOBYBAaTHU OiTSAM BiKOM OO 12 pOKiB,
OCKIiTbKHM [aHi oo 0e3neku i eeKTUBHOCTI 3aCTOCYBaHHS IIpelapary A Ii€l
BiKOBOI KaTeropii oOMexkeHi.

Ilepeno3yBaHHsA

CumMnToMu 1iepeno3yBaHHA HEBIIOMI.

[Mo3u mo 240 mr, BBeOeHi BHYTPIIlIHbOBEHHO MPOTATOM 2 XBUIUH, fo0Ope
nepeHocunucs. OCKiIbKY ITaHTOIIPa30JI EKCTEHCUBHO 3B’sI3YETHCS 3 OilKaMu, BiH He
HaJIEXKUTDb OO IIpemnapariB, 110 MOXKYTh OYTH JIETKO BUBEIEHUMH 3a TOIIOMOI 00
mianizy.

Y pa3si nepeno3yBaHHS 3 ITOSBOIO KITIHIYHUX O3HAK iHTOKCHUKAIlil 3aCTOCOBYIOTh
CUMIITOMATHUYHY Ta MiATPUMYIOYY Tepamiio. PeKoMeHmalli# mono cuenudigyHol Teparil
HeMae.

ITo6iuni epexkTHn

3 60Ky Kpoei ma aiMpamuyHoi cucmemu: arpaHyJIouTO3, JIENKOIIeHis,
TPOMOOIIMTOIIEHisT, TAaHIIUTOIIEHIs.

3 60Ky iMyHHOI cucmemu: peaxliil TiTBUIIEHO] Yy TIUBOCTI (BK/II0YAIOYU
aHa(dinakKTU4YHI peakxlil, aHapiTaKTUYHUU [I0K).

Memaboaizm ma po3saadu o6MiHY peuo8uH: Tinlepinigemis i migBUIleHHS PiBHS
JTiOigiB (TpUTIIiLlepuOu, X0JIeCTEPHH); 3MiHa MacCH Tila, TiOHATPieEMIis, rimoMarHieMis

1

(muB. po3min «OcobGMMBOCTI 3aCTOCYBaHHSI»), TiMOKAJIbIIEMisi~, TilTOKaTieEMis.

3 60Ky ncuxiku: po3naou CHY, mempecis (Y TOMy YHCIIi 3aTOCTPEHHST), me30pieHTalisa (y
TOMY YHCJIi 3arOCTPEHHS), TaJII0LMHAallil, CIIJIyTaHiCTh CBimOMOCTi (0COOIUBO ¥
MHalli€eHTiB 31 CXUJIbHICTIO OO0 OaHUX PO3JIafiB, a TAKOXK 3aroCTPEeHHS [IUX CUMIITOMIB Y
pa3i IXx mepeJiCHyBaHHSA).

3 60Ky Hepsosoi cucmemu: TONOBHUM Oinb, 3alaMOPOYEHHS, PO3JIafd CMaKy,
napecTesid.

3 60Ky opeaaHie 30py: MOPYIIEHHS 30Py/ 3aTyMaHEHHS 30DY.



3 60Ky mpasHo20 mpakmy: Oiapes, HymoTa, OJI0BaHHS, 3OYTTS XKUBOTA, 3aM0P, CYXiCTh
y poTi, abmomiHanbHuM Oinb i muckomdopT, mominu 3 GyHOaTbHUX 3aJ103
(mobposikicHi).

3 60Ky 2enamobisiapHoi cucmemu: MiOABUILIEHHS PiBHS MEeYiHKOBUX (GEPMEHTIB
(Tpancamina3z, g-I'T), migBuileHHs PiBHSA Oinmipy0iHy, YpaXXeHHS relnaTolUTiB,
JKOBTSIHUIIS, TellaToLe II0JISpHa HeOOCTaTHICTh.

3 60Ky wkKipu ma niOWKIpHUX MKAHUH: MIKipHiI BUCUNIaHHS, eK3aHTeMa, CBepoixK,
KPONUB STHKA, aHTiOHEeBPOTUYHUM HaOpsiK, cuHapoM CTiBeHCa- [[?)KOHCOHA, CUHIPOM
Jlaniemnna, MmynbTU(QOPMHA epUuTeMa, GOTOUYTIIMUBICTD, HIATOCTPUM IIKIPHUA YE€PBOHUU
BOBYaK (OuB. po3ain «OcoOIUBOCTI 3aCTOCYBAHHS»).

3 60Ky Kicmkoeo-M’ 30801 cucmemu ma cnoAy4HOi MKAHUHU: TIEPETIOMU CTETHA,

3an’sictst abo xpebTa
(muB. po3gin «OcoOIUBOCTI 3aCTOCYBaHH»), apTparis, Mianris, crnasm M’s13iB2,

3 60Ky HUPOK ma ceuyosudinbHOI cucmemu: iHTEepPCTUITianTbHUN HeDPUT (3 MOKITUBUM
PO3BUTKOM HHUPKOBOI HEJOCTATHOCTI).

3 60Ky penpodyKmueHoi cucmemMu ma MO/0YHUX 3A/103: TiIHEKOMAaCTis.

3azanvHi po3aadu: acTeHiss, BToMa, He3OyXKaHHS, ITiOBUILIEHHS TEMIIepaTypH Tina,
nepudepryHi HaOPIKU.

1 'imokanpllieMiss OMHOYACHO 3 rilmoMarHieMieo.

2 Cnasm M’s3iB 5K HaCJIiIOK MOpYyIIeHHs 0aaHCy eIeKTPOJIiTiB
TepMmin npuagaTHOCTI

3 POKH.

VYMoBHM 30epiranus

30epiraTtu B OpuTiHanbHil yIIaKOBIIi ITpu TeMIepaTypi He Bule 25 °C.

30epiraTty y HeZOCTYIIHOMY AJIS OiTE€U MicCIIi.
¥YnakoBka
ITo 10 TabneTok y 6micTepi. [To 3 O6micTepb B KapTOHHIM yIaKOBIIi.

Karteropis Bignycky



3a penemnTomMm.
BupooHuK

TOB «KYCYM OAPM».
Anpeca

40020, Ykpaina, Cymcbka o6sacts, M. Cymu, Byn. Ckpsbina, 54.



