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IHCTPYKIIIA

A MEMHTHOTO 3ACTOCYBaAHHA JIiKapcBKOl"ﬂ 33006y

KOHTPOJIOK®
(CONTROLOC®)

Cxnao:

oioya pevoguna: pantoprazole;

1 Tabnerka MicTHTE 22,57 MI IaHTONPA30JIy CECKBITipaTy HaTpilo (0 eKBiBanreHTHO 20,0 Mr
TIAaHTOIIPa30y);

oonomincni pevosunu: MatiT (E 421); Hatpito xapbonar GespomHmii; KpOCHOBIIOH; TIOBiIOH
K 90; xansmiro creapar;

obononka: rinpomenosa 2910; nosinon K 25; tatany gioxcwa (E 171); 3anisa oxcau XOBTHM
(E 172); npomineHrmikois; MeTaKpHIaTHMH comoniMep (TED A); HaTpilo naypuicynsdar;
nonicopbar 80; TpreTAWIMUTpAT; YOpHANIO Kopu4HeBe (S-1-16530).

Jlikapebka dopma. TabneTku racTpope3uCTEHTHI.

Ocnosni  isuxo-ximiuni enracmueocmi: KOBTI, OBalbHi, JBOONMYKI TableTKH, BKpPHTI
IUTIBKOBOIO OOONOHKOKY, 3 sfpamm Oitoro abo Maibke Oinoro Komsopy. 3 MapKyBaHHAIM
KOPHYHEBHM YOPHHIOM 3 ofHoro Goky: «P20». I'actpopesucTenTHi Tabnerku mMoBHHHI OYyTH

0JHaKOBOI JOPMH, KOIBOPY Ta PO3MIpY.

@apmakoTepaneBTHMHAa rpyna. 3aco0M Ui JIKYBaHHA KHCIOTO3AICKHHMX 3aXBOPIOBAHb.
Iari6iTopn nporounol nommu. ITaaTonpason. Kog ATX A02B C02.

Dapmaxonoziuni éracmugocmi.
Dapmarxoounamixa. Mexanizm 0ii. IlapTonipazon — saMimenui GeH3mMizaszon, skmit iHTIOYE
CEKpEIIIo CONSHOI KUCNOTH Y OUIYHKY MUDIXOM crenHgiuHoi OGNoKai¥ NPOTOHHHUX IOMI
napietansHux KiTHH. [lapTompason TpamcdopMyerhcs B akTHBHY GOopMYy Y KHCIOTHOMY
CEpeNOBHIN B MapieTalbHEX KITHHAX, A¢ iHTiOye depment H'-K'-AT®azy, o610 Grokye
KIHIEBHH eTan BHPOOIEHHS COJSHOI KHCIOTH Y NUTyHKy. IeribysanHs samexuTs Big J03W T4
OpUTHiYye sk OazalbHy, TaK i CTHMYJILOBAHY CEKpENil0 KHCIOTH. Y OliblmocTi mamieHTiB
CHMIOTOMH 3HAKAIOTH HPOTATOM 2 THIKHIE. 34CTOCYBAHHA MAHTOIPA3OIY, fAK i IHmHAX iHridiTopis
npororHoi noMme (IITII) Ta iHriGiropie H-penentopiB, 3HIKYE KHCIOTHICTE ¥ IITYHKY i,
TAKMM YHHOM, 30iNblIye CEKpeuild racTpHHY MpPONOPmiHHO OO0 3MEHINEHHA KHCIOTHOCTI.
36imemenHHs cexpenii racTpuHy € oGoporHEM. OCKUIEKH NamToOmpazon 3e’a3ye depMent
JAUCTANBHC BiZHOCHO KIIITHHHOTO PEIENTOpa, BiH MOKe IHriGyBaTH CEeKpEMio COMSIHOT KMCIOTH
HE3QJEKHO BiJ CTAMYIIANI IHIMMMH peYOBHHAMH (AIETHIXOJIH, TicTaMiH, racTpui). Edekr
NpH NEPOpaNbHOMY Ta BHYTPIIMHLOBEHHOMY 3aCTOCYBaHH] Ipenapary OJHaKOBHI.
3acTocyBaHHs HaHTONIpa3omy 30iNbImye piBHI ractpuay Harme. Ilpm KOPOTKOCTPOKOBOMY
3aCTOCYBaHHI BOHH y OLIBINOCTI BHIOAAKIE HE NICPEBHIRYIOTH BBpXH.BOl Mexi HopMH. Y pasi
JIOBIrOTPHBAJIOTO TiKyBaHHS DPiBHI racTpuHy y OUILIIOCTI BHIIAJKIiB 3pOCTAIOTE B,[[Bl‘ll Tx
HajMipHe 30iNbIIeHHSs BWHMKAE JHMINE Y IIOOHHOKAX BHIIAJKA ] i
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JOBrOTPUBANIOMY JIiKyBaHHI CHOCTepiracTees ciabke abo HMoMipHe 301IBINGHHS CHEH(iTHAX
engokpunanx (ECL) xmitue y muyeEky (mozibHO Ao ageHoMartoimHol rinepmiasii). OmHak,
3THO 3 NPOBEAEHNMH HA JAHHH MOMEHT AOCIIKEHHAMH, YTBOPEHHS KIIiTHH-IIONIEPEIHAKIB
HEHpOEHAOKPAHHHX IIXJIHH (ATHIIOBA rinepruiasis) abo HelipoeHTOKpHHHMX IyXJIHH ILTyHKE,
AKi 6yII0 BHSBIEHO Y JOCIi/DKEHHAX HA TBAPHHAX, Y JIFOJeH He cliocTepiranocs.

3 ornsaiy Ha pe3yJLTaTH ACOCiDKEHE HA TBAPHHAX, HE MOXHA NOBHICTIO BHKIIOYHTH BIUIHB
JOBroTpHBaNIOro (Hinklue oJHOrO pPOKy) JIiKYBaHHS HaHTOMPA30JIOM Ha €HAOKPHHEI IapaMeTpH
IMHTOBHOHOL 3a103H.

Ha ¢oni miKyBaHHS aHTHCEKPCTOPHHMH JIIKApCHKHMY 3ac00aMi piBEHb IaCTPHHY B CHPOBATII
KpOBi 3pOCTa€ V BiANOBiAb Ha 3HIDKEHHS cekpenii kucioTd. KpiM Toro, depe3 3HMKCHHA
KHCIOTHOCTI IINYHKA MiIBHIIyeThCA piBeHb XpoMorpariay A (CgA). Iligpumemniii pisens CgA
MO)K€ BIUTHBATH HA PE3yNbTaTH NOCTIKeHb MpPH NiarHOCTHII HEHPOEHJOKPHHHHX IyXIJWH.
Hagphi omyOiikoBani faHi cBig¥aTe Npo Te, IO JHKYBAaHAA iHribiTopaMH NpPOTOHHOI ITOMIH
CIIij] IPUIAHKETH IIPOTATOM mEPiONY Bif 5 qHiB 40 2 THXHIB Ao BuMipioBaHb piBHA CgA. e nae
aMory pisaro CgA, sxuit Moxke OyTH XHOHO miaBHIIeHUM Micis nikyBaHH4 LTI, moBepHyTHCS
B JIiana3oH HOPMAJLHHX 3HAYEHb.

Dapmaroxinemurxa. Bemoxmyeannsn. 1laHTonpa3on BCMOKTYEThCA INBHIAKO, 4 MaKCHMalbHA
KOHIECHTpalis B INa3Mi JOCATAECTECH BiKe IIiCHS OZHOKPATHOTO NEPOPANLHOrO NpHHOMY J03H
20mMr. B cepempnoMy uepe3 2-2,5 rommHEH TICNA IpHHOMY JOCAFAcThCY MAKCHMANBHA
KOHIIEHTpAllif B CHpoBaTiii Ha piBHI Onm3pko 1-1,5 MKT/MII; KOHIIEHTpAlid 3aJIAINACTHC
HOCTiHHOIO micns GaraTopazoBoro mpuiiomMy. PapMakOKiHETHYHI BIACTHBOCTI HE 3MIHIOIOTBCH
micis  OZHOPA30BONO YU IOBTOpHOrO mpmifomy. B ziamasomi mo3 Big 10m0 80 wMr
¢dapmMaKOKiHETHKA MAHTONMPA30Ny B IUIA3Mi 3aIMINACTHCA JIHIHHOIO fK IIpH IepopanbHOMY
OpEAOMI, TaK i NpH BHYTPIIMHBOBEHHOMY BBeJieHHi. BceramosneHo, mo a0comoTHa
6iomocTynHicTs maHTOMpaszony B TabneTKax CTaHOBHTEL Ommsbko 77%. OnpouacHHil mpHiioM
ixi He BrumBae Ha AUC (wroma Iig KpHBOK «KOHIEHTpamif-4ac») 4H MAaKCEMAILHY
KOHIIEHTpAIlil0 B CHPOBATIIi, a BiamoBiguo, 1 Ha OiogocrynHicts. Ilpu ogHOYacHOMY HpHHEOMI
i1 36iNBIIYETHCA JIAIIE BAPiaTHBHICTE JTATCHTHOTO NEPiOAY.

Posnodin. 38’s13yBaHHS NAHTOIPA30y 3 GLIKaMH CHPOBATKM CTaHOBHTL Onm3bko 98%. O6’em
po3noainy craHoBHTE 6:m3Eko 0,15 n/kr.

Fiompancgopmayis. Pedopana MmerabonizyeThes Maibke BHKTIONMHO Yy NediHNi. OCHOBHHAM
MeTabomiyHMM DIUMXOM € JeMmermiayBanHa 3a gonoMorow CYP2C19 3 nomamsmoro
cynbdaTHOI0 KOH'IOranmi€lo; A0 IHOMX MeTabONidHMX IULIXiB HAJIEKHATE OKHCICHHS 34
nomoMoroo CYP3A4.

Bugedenns. Kinnesmif nepiox HamiBBHBEAECHHS CTaHOBUTHL Onm3bko | roAwHH, a KIipeHC —
0,1 /ron/xkr. Bymo BimMiueHo [eKiNEKAa BHIAAKIB 3aTPUMKM BHBENSHHA. DBHacmigok
cnenndiyHOro 3B°S3yBaHHS TMAHTONPA30ly 3 IPOTOHHAME NOMIAMH IapicTalbHHUX KIIITHH
nepion HamiBBHBEAEHHs HE KOpemoe 3 HabaraTo JOBIIOIO TpPHBAMICTIO Aii (iHTiOyBaHHA
CEKpeLii KHCTIOTH).

OcHoBHa vacTHHa MeTa0OoliTiB IaHTOMpas3ony BHBOARTHCA i3 ceuero (bnm3pko 80%), pemra
BHBOAUTECA 3 KamoM. OcHoBEmM MeTabonitoM SK B CHPOBAarIli, Tak i B cedl €
JeCMETHIIMAHTONPAa30], KOH'IoroBanui 3 cyiasdaroM. Ilepion HamiBBHBEJCHHSA OCHOBHOTO
Metabomity (Ommseko 1,5 rogumEwm) HeHabararo [IepeBHINye IIepioJ] HaIiBBUBEICHHS
TIAHTONPA30INy.

Ocobrusi 2pynu nayicumieg.

Hoginvni memabonisamopu. Bmmssko 3% eBpomeHiiB MalOTh HH3BKY (YHKIiOHANBHY
axtEBHicTs Gepmenty CYP2C19; ix HasuBaioTs moBimsHAME MeTabonizaropami. B opramizmax
Tak®xX 0ci6 MeraboiisM MaHTOIPa3oIy, MMOBIpHO, TOJIOBHAM YHHOM KaTali3yeThcs (JepMEeHTOM
CYP3A4, Ilicns npuiioMy ommici qozm 40 Mr DaHTONPa30ly CcepeiHs IUOMma, OOMEKeHa
(bapmaKOKiHeTHHHOIO KpHBOIO «KOEEE[EHTpaJ.IiSI B IUIa3Mi — dacy, Oyna npubnmsHo B 6 pasie
Oinpmore y moBinpHEX MeTadomizaropi, HiX y oci0, sKi MaloTh :byHKmOHam;Ho a:cmmmn
depment CYP2C19 (uBnaki Metabonizatopu). CepemHs nikopa KOHIIE,
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npuban3no Ha 60%. 1]j pe3ynbTaTH He BILTHBAIOTH HA JO3YBaHHS IAHTONPA3OIY.

Hopywennn @ynxyii nupox. PexoMeHpanii moao 3HHEXEHHA [O3M IIPH IpH3HAYeHHI
IIAHTONPA30JIy NAllieHTaM 31 3HAKEHOIO (YHKIICI HAPOK (Y TOMY YHCI TAlliEHTaM Ha jiajiisi)
HeMmae. fIk 1 B 370poBHX AOGPOBONBLIB, IIepiof] HaMiBBABEAECHHS MAHTONPA3OILy B HUX €
KopoTkuM. Mliamizyrorbes jmine Ayxe HeBelTWKi KilnbkocTi mantonpasony. Ilompam Te, mo B
OCHOBHOTO MeTaboJliTy IIOMipHO TpHBamuii mepiox HamiBBHBemeHHS (2—3 IOJHHM), BHBEJCHHS
BCE OTHO € IBUIKHM, TOMY KyMYJSLIi He B10yBacTHCA.

lopywenna yuxyii neyinky. Xoda y nanieHTis i3 Hupo3oM nedinkH (Kiack A Ta B 3a mxanoo
Yaiinna — II'10) mepioa HamiBRHBEACHHA 3pocTae Ao 3—6 rogun, a AUC 36inenryerses B 3-5
pasiB, MaKCHMallbHa KOHIEHTpPAINis B CHpOBaTHi 30iMBLIYETECA JMINE HE3HAYHHAM YMHOM — Y
1,3 pa3a mopiBHsAHO 3 TAKOIO ¥ 3A0POBHX AOOPOBOJIBIIIE.

Hayienmu nimnvozo eixy. Hesgagne 30utsmenns AUC 1a Cpax ¥ J0OPOBONBIIB MTHEOTO BiKy
y NOPIBHAHHI 3 OUIBII MOJIOTUME NOOPOBONBHAMHE TAKOXK HE Mac KIIIHI9HOTO 3HAYEHHSI,

Himu. Ilicna ogaopasororo npuiiomy mosu 20 abo 40 Mr manTomnpasony nepopansso, AUC 1a
Cmax y ZiTedt BikoM Bif 5 1o 16 pokiB 3HaxomMIACA B MeXax BIANOBIAHEX 3HAYEHD Y JOPOCIHIX.
Ilicna omHOpPa3OBOro BHYTPINIHLOBEHHOI'O BBEACHHS NanTompasony B go3ax 0,8 ado 1,6 Mr/kr
JiTAM BikoM Bim 2 70 16 pokiB He OyNo BiMid4EHO 3HAYMMOIO 3B M3Ky MiXK KIIPEHCOM
naHTONpasony # BikoM abo Macoio Tima nmanmienra. AUC ta 06’eM posmoainy BiAmoBsigamm
TaKuM Y JOPOCIHX.

Kniniuni xapakrepnceraxmy,

Hoxkazanna.

Aopociai ma oimu eixom 6io 12 poxis.

- CHMITTOMAaTHYHE JIIKyBaHHA ractpoe3odarearsHol pedroKCHoI XBOPOOH.

- Tpusane nikyBaHHd Ta npodirakTaka peluuBiB pedrokc-e3odariry.

Lopocni.

- IlpobinakTeka yTBOpEHHSA BHpasKH NUIYHKA Ta NBaHAAUATHIANO] KHIIKH, CIPHYHHEHOI
NPAHOMOM HECEJIEKTHBHEX HECTEPOIHUX npoTH3anansHuX 3aco6is (HII33) y nauiesTi rpynu
PH3HKY, [Ki moBHHHI 3acTocoByBatd HII33 mpotarom Tpusanoro gacy.

Hpomunoxaszanna. 1linsumena 9yTIMBICTS IO aKTHBHOI PEHOBHHH, MOXiAHKX OEH3AMImA30Iy
abo Oyp-IKOTO KOMIIOHEHTA IIperapary.

B3aemodin 3 inwiumu Rikapcokumu 3acodamu ma inwi sudu 63acmooiii.

Jixapcexi 3acobu, abcopbyis axux sarexcums 6id pH. YHACHiIOK IOBHOTO T2 AOBrOTPHBAJIOTO
iIBribyBaHHs ceKpemii coisHOi XMWCJIOTH DAHTONMPa3oJ MOXke BINHMBaTH Ha abcopbmiro
npenapaTiB, M SAKMX 3HaueHHd pH NUIYHKOBOTO COKY € BAaXKIMBHM (axTopoM ix
biomocTynHOCTI (HanpmiUTal, ASAKAX NPOTHTPHOKOBHX NpenapariB, TAKHX AK KETOKOHA3OI,
iTpaKoHa3011, H03aKOHAa30J1, 800 iHIMX NpenapaTiB, TAaKUX K €PIOTHHIO).

Inzibimopu npomeasu BI/l He pekoMeHAyeThcs CyMiCHE 3acCTOCYBaHHA HAHTONPA3oONy 3
iaribiropama mnporeasu BLJl (Takmmm sx arasamapip), abcopOIis SKMX 3al€KHTH BiI
BHYTpiINHBOIITYHKOBOTO pH, uepe3 cyTreBe 3HMKEHHA ix GiomocTymmocTi (mHB. po3min
«OcobnuBOCTI 3aCTOCYBAHHAN).

Jxmo, xonm cyMicHOre 3acTocyBaHHA iHTiOiTOpiB mpoTeasu BIJI 3 imriGitopaMu npotoHHOT
[IOMIIH HE MOKHA YHHKHYTH, pEKOMEHAYETHCS PeTeIbHIM KIIHIYHAM MOHITOPUET (HAIPHKIAT,
BipycHOro HaBaHTaxkeHHs). He ciin mepepumyBatd JoGoBY o3y mantonpaszony 20 mr. Moxe
BHHAKHYTH HEOOXiNHICTh KOPHTYBaHHA J03H iHribiTopie nporeasu BIJL

Kymapunoei aumuxoazynsumu (penunpoxymon i eapghapun).

CyMicHe 3acTOCYBaHHSA NaHTONIPA3oly 3 BapdapHHOM ab0 (PEHIPOKYMOHOM HE BIUIMBAJO HA
dapmaxokigeTHKy BapdapuRy, heHmpoxyMoRy aGo Ha MHI (MbKHApOZHHH HOpMATIZOBaHHMIA
ingexc). Oanax moBimomMmsanock mpo nixeumenss MHI ta nogosxenns mpoTpoMGiHOBOrO Uacy
y DalieHTiB, ski cymicHo 3actocorysamu 11T Ta Baphapus abo denmpokymoH. ITigBHmICHHES
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MHI Ta noaoekeHHS TPOTPOMOIHOBOrO Yacy MOXYTH IIPH3BECTH A0 PO3BATKY ATOJIOrTYHOL
KpOBOTE4l Ta HaBiTH A0 cMepTi. ToMy y pasi Takoro cyMicHOrC 3acTOCYBaHHA HeoOXimHuit
monitopaar MHI Ta mporpombiroporo yacy.

Memompexcam. lloBigomianocs, mo OAHOYACHE 3aCTOCYBaHHA BHCOKHX 03 METOTpPEKCATY
(uanprxnan, 300 Mr) Ta iHTiGiTOPIB IPOTOHHOI IOMITH 30LIBOIyE PiBHI METOTPEKCATY B KPOBi ¥
nedKkMx narieHTiB. IlanienTam, sKi 3aCTOCOBYIOTH BHCOKI HO3H METOTpeKcaTy, HallpHKIaf,
XBOpUM Ha pak abo mcopias, pPEKOMEHAYEThCAd THMYAcOBO TNPHINHHHTH JiKyBaHHA
DaHTOIPa30JIOM.

Inwi ezaemoodii. TlanTompazon 3HAYHOI Miporo MeTaboJi3yeThCA B HEYIHII YEpe3 CHCTEMY
depmenTis nuroxpomy P450. OcHoBHMIT HUIAX MeTabOoMi3My — AEMETHIYBAHHA 3a JOIOMOTOIO
CYP2C19, immi wMertabomigni nUIgXM BKIOYAOTh oOkucHeHHA (QepmentoMm CYP3A4.
Jocnimkenas 3 niKapcbKHMHE 3acobamm, gk TakoX MeTabori3yloThed 3a JOIOMOrOK IHX
OUIAXiB, TAKHMH $K KapOamazemiH, fiazemaM, rinibeHknamiz, HipemumiH Ta NDepopaibHi
KOHTDAIleNTHBH, AKi MICTATHL JICBOHOPTECTpe] i ETHHLIECTPamiol, HEe BHABAIH KIIiHI9HO
3HATYIIMX B3aEMOAIIH,

He MoXHa BHKNIOWATH B3aEMONIK NAHTONpa3zoNy 3 IHIMHMMH 1pelnapaTaM#d, fKi
MeTaboNi3yIOTECA Yepe3 MIo K PEPMEHTHY CHCTEMY.

PesynpraTy ninoro pamy AOCHIZKCHB IOAC MOAJIHBAX B3a€MOAIH BKA3yIOTh, MO NAaHTONPA30l
He BIUIHBA€ HA MeTaboli3M aKTHBHMX PEYOBHH, 0 MeTabomisyioTsea 3a aonomoroww CYPIA2
(mampuxian, kodeiny, Tteodiminy), CYP2C9 (manpuiian, mnmipokcukamy, JukiaodeHaKy,
ganpokceny), CYP2D6 (uampuxmnan, Meromponony), CYP2El (manpumkinan, eraHoiny), He
BIIJIMBAE Ha P-CAIKONPOTETH, IO aCOMIOETHCA 31 BCMOKTYBaHHAM JUTOKCHHY.

He pugBNEHO B3a€MOZi] 3 OAHOYACHO NMPH3HAYCHAMH aHTAIHIAMH.

IlposeaeHo mocmimmeHHS B3acMOJii NMAHTONPA30idy 3 OAHOYACHO IPU3HAYCHWMH NECBHEMYU
anTHOiOTHKaMH (KJIApUTPOMIIIWH, METPOHiJas30)l, aMOKCHIUUIiH). KUiHi9YHO 3Hagymmx
B3a€MOJIH MiX IIIMH IIperiapaTaMu He BHABJIEHO.

Jixapceki sacobu, wo inzibyroms abo indyxyiome CYP2C19. Iuribitopu CYP2C19, Taki sx
¢IryBOKCaMiH, MOXYTh 30iNBIIYBAaTH CHCTEMHMI BIUIMB IaHtompasony. CHiJi pO3TIISHYTH
HEOOXiTHICTh 3HW)KEHHS RO3M Ipenapary IS MamicHTiB, Kl OTPHMYIOTH KOBIOTPHBATY
Tepalii) DaHTONPA30JIOM Y BHCOKHX 033X, Ta MIA TANieHTiB i3 HmOpyIIeHEAMH (YHKOii
nevinke. Iagykropu ¢epmenTtie, mo smwmBaioth Ha CYP2C19 ta CYP3A4, Taki sax
pudamminuH T2 3Bipo6ilt 3Buuaitauil (Hypericum perforatum), MOXYTh 3HHXYBATH I01a3MOBY
KonuenTpauiio I, axi MmeTaGonizyroThea Yepes i GEepPMEHTHI CHCTEMH.

Ocobnusocmi 3acmocy8anna.
Hopywenna @ynxyit neuinxu. llamieHTam i3 THKKMMH TOPYHIEHHAMH QYHKIil IediHKH
HeoOXiZJTHO DPEry/IsipHO KOHTPOJIOBATH piBeHb NEYiHKOBHX (epMEHTIB, ocobimBO mig uac
NOBTOTPUBAJIONO JIKyBaHHS. Y pa3i HiJBHIOICHHA DIiBHA NMEYIHKOBHX (epMEHTIB IKyBaHHS
npermapaToM BEeOOXimHO IpUIMHATH (IuB. po3ait «Crocil 3acTocyBaHHS Ta JO3KY).

Cymicne sacmocysanns 3 HI133.

3actocypamHs mpenapaty Komtpomok®, Tabmerku mo 20 Mr, us mpodinakTHIM BHpasih
NUIYHKa Ta ABAHAANATHNANO] KUOIKH, cHpuumHeHwWX mnpmitoMoM HII33 noermit wac cruip
OOMEXHTH IalieHTaMHd, #Ki CXWIBHI A0 4YacTHX 3arocTpeHsr BHpa3KH @LIyHKa Ta
JBAHATIATHNATON KHIIKH,

Oninka piBHA PH3MKY HOpPOBOJKTECS 3 YpaxyBaHHSAM IHAMBIAyanbHHX (aKTOpiB PH3HKY,
BKIIOYAXOYH BiK (> 65 poKiB), aHAMHE3 PO3BHTKY BHMpa3kH IONyHKa abo IBaHaANATHNANOL
KHIUKH, 8 TAKOXK IUIYHKOBO-KHIMKOBUX KPOBOTEH.

3noaxicui  Hosoymeopenns winynka. CHMIITOMATHYHA BIANIOBIAE HAa  3aCTOCYBaHHA
OaHTONPA30Jy MOXE MacKyBaTH CHMOTOMM 3JIOAKICHHX HOBOYTBOPEHb NUTYHKa Ta
BiITEpMiHOBYBaTH ix xiarHOCTHKY. [IpH HadBHOCTI TPHBOXHHX CHMITTOMIB (HAIPHKIAT,
CYTTEBOI BTPaTH MacH Tijla, mepioguaHoro OmoBanHA, mucdarii, 61oBagHA i3 KpoB'10, aHeMil,
MEJIEHH), @ TaKoX IpH Mio3pi abo_HaSBHOCTI BHPA3KH mnFmKa NOTPiGHO BHKIIIOYMTA

Y3rogxeHo 3 Marepianamm YaromkeHo 3 marepianamu
PEECTPALIIMHOre A0CLE peeCcTpaLinHoro




ICHYBaHHS 3JIOSKICHOTO IIPOLECY.

Sxmo cuMIITOMHA 30€piraloThes NpH aAeKBAaTHOMY JIKYBaHHI, HeOOXiTHO NPOBECTH JOATKOBE
obcTexeHHs.

In2ibimopu npomeasu BI/l He pexoMeHIYEThCA CYMiCHE 3aCTOCYBaHHS NAHTONPA3ONY 3
imribitopamu mporteasu Bl (Takumu sx ara3aHapip), abcopbois [KMX 3alekHTh Bil
BHYTPINHBOIINYEKOBOr0 pH, depe3 cyrreBe 3HmKeHHs ix OGiomoctymHocti (mms. posain
«B3aemozid 3 iHIMMMHA MKapchKUME 3ac06aMH Ta IHOI BHIH B3acMOZIA»).

Abcopbyis eimaminy B;;. V npauientiB i3 cmapomom 3osmiarepa — Enmicona Ta iHmmMum
TiIEpCEKPEeTOPHAMH NATOJOTIYHAMM CTaHaMH, OO NOTPeOYIOTH TPHBANOrO JIKyBaHH,
NaHTOIpa30, fK i Bci mpemapard, mo OIOKYIOTh BHPOONEHHA COJSHOI KHCIOTH, MOXKE
3MEHIIYBAaTH BCMOKTYBaHHA BiTaMminy B, (miaroko6araminy) y 3B°M3Ky 3 BHHEKHEHHSM Iillo- i
axmopriapii. 1le cuix BpaxoByBaTH y pasi 3HIDKEHOI MAacH Tina y NamieHTiB abo HAIBHOCTI
$axropis pU3HKY 3HIDKCHHS IOIIHHAHHA BiTaMiHy Bz Mp# MOBroTpEBalOMy NiKyBaHHI, 260
HajdBHOCTI BiMOBIMHHX KIiHIYHAX CHMIITOMIR,

Hoszompueane nixysanus. IIpH AOBrOTpMBaNOMY JiKyBaHHI, ocoOmmBO Ginbme 1 poky,
TaNieHTH NOBAHHI 3HAXOJUTHCE MiJ PETYIIPHAM HATTSAIO0M JIKaps.

Ingexyii wirynkoeo-xumkoeozo mpaxmy, cnpuuuneni Gaxmepismu. JIIKyBaHHS npenapaToM
KonTponok® Moxe HE3HaYHOI0 MipOI0 IiABMIIMTH PH3MK BEHHKHEHHS NUIYHKOBO-KHITKOBHMX
indexil, cIpraUHennX TakuMu OakTepiamu, ax Salmonella i Campylobacter abo C. Difficile.
I'inomazniemis. Cnocrepirammcs BUNAIKH TSOKKOI TiOMArHieMii y MALi€HTIB, SKi OTpHMYBaIH
ITIT], Taki AK HaHTOMpPAa30J, IPOTATOM HE MEHIIE TPHOX MICAIIB, Ta B GiNBIIOCTI BHIAAKIB
TIPOTATOM POKY. MOXyTh BHHHKHYTH Ta CIIOYAaTKy HEIIOMITHO PO3BHBATHCA CEPHO3HI KIIiHiUH]
IpOsABH TiMOMarHieMii: BToOMa, TeTaHis, Aenmipil, CyAOMH, 3aMaMOpPOYEHHS Ta ILTyHOYKOBA
apAT™Mia. Y pasi rimomarmieMil B GiNbIDOCTI BENAAKIE ¢TaH NAWIEHTIB HOKpalIyBaBcs Micls
3aMiCHOI KOpHTyIo4ol Teparii npenapaTtaMy Martilo Ta npHnMHeHHs npuiiomy ITTTT.

Ianientam, ki noTpebyrors moBroTpEBamoi Tepanii, abo nauienram, sxi npmiimatots ITIIT
ONHOYACHO 3 JMIOKCMHOM abo IpemapaTaM¥, LIC MOXKYTh CIPHYHHHTH TilIOMATHIEMIKO
(HanpHKIaj, JiypeTHKH), IOTPi6HO BH3HAYATH PiBCHP MArHilo mepe nodaTkoM jikysanus IT1T1
Ta NEPiCAMYHO Mij Yac TiKyBaHHS.

Iepenomu xicmox. JloBrorpusane JixyBanes (Oimsme 1 poxy) BACOKHMHE J03aMmm iHriGiTopis
NPOTOHHOI NOMIOH MOXE HOMipHO 30iNbIIATH PH3WK HEPEIOMY CTErHa, 3am’scTs Ta Xpebra,
IEPEBAXHO Y IAIliEHTIiRE NMTHROro BiKy abo mpH HassBHocTi iHImMHX (axTopiB PHIHKY.
CroocrepexHi AOCTiKeHHs BKa3ylOTh HA Te, IO 3aCTOCYBaHHA iHriGiTOpie mpoToHHOI mOMIH
MOxe 30UIBIIMTH 3arayibHEA pusuk mepenoMiB Ha 10-40%. [esxi 3 HEX MOXYyTE OyTH
o0ymoBieHI iHINMMH d¢akTopaMe pH3HKY. [lallieHTH 3 pPH3HKOM pO3BHTKY OCTEOIOPO3Y
NOBHHHI OTPHMYBATH JIKYBaHHA BIANIOBIAHO A0 HilOYMX KIHIYBMX pekoMeHmamik Ta
CIIOKABATH ROCTATHIO KiIBKICTh BiTaMiny D i KaneIito.

Iliceocmpuii  wixipnuii  wepsonuii 6oeévax. 3acTocyBaHHA iHri6itopis mpoToHHOI mOMIH
NOB’A3YI0TH i3 JAyXKe PpiAKAMH BHIIAAKaMH PO3BHTKY NIATOCTPOre IIKIPHOTO YEpPBOHOTO
BOBYAKA. S[KIO0 BHHHKAE ypaKeHHS, 0COONHMBO Ha MiNSHKAX, IO 333HAIOTH BILIMBY COHAYHOIO
CBiTNa, i e CYNPOBOIKYEThCA apTPANTICI0, NanieHTy HeOOXiZHO Heralimo 3BepHYTHCS AQ
JTiKaps, AKWH poSIAEe HeoOXifHiCTH TIPHIMHEHHsS 3aCTOCYBaHHA Ipemnapary KoHTpomox'.
BuHuKHEHHS HiAroCcTporo mMKipHOTO UEPBOHOrO BOBYAKA Yy HANIi€HTIB IiJ Yac mONEpeaHboi
Tepanii iHribitopamMM NpOTOHHOI MOMIIH MOXe MiBAINATH PH3WK MHOTO PO3BMTKY IPH
3acTOCYBaHHI iHMAX iHTiGITOPiE MPOTOHHOT MOMIIH.

Braue na pesynomamu nabopamoprux 0ocriodxcens.

Ilixsamennit piBeHs Xxpomorpaniny A (CgA) Moxe BILIMBATH Ha pe3y/ILTATH JOCTIIKEHE IpH
AiarHocTHNi He#poennoxkpuunux myximH. Ill0o6 YHHKHYTE Takore BIIMBY, JiKyBaHHS
npenaparoM Kortponox® ciix tuMuacoBo NPAIMENTH IpAEaAiMHL 32 5 AHIB A0 IPOBEACHHA
oniaxm piBHa CgA (gmMB. posain «CDapMaKo,uHHaMiKa») Slxmo piBHi CgA Ta racTpHHY He
HOBEPHYJHCA B Jianma3oH HOPMANBHHX 3HAYEHb ICHS MOYATKOBOIO BHMIPIOBAHHS, CIIJ
IPOBECTH NOBTOPHI BAMIpIOBaHHA depe3 14 mHiB micns BiaMiHY nikyeaunms igriGiTopamu
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IPOTOHHOI ITOMIIH.

3acmocysanna y nepiood eazimuocmi abo 200y6anna 2pyooio.

Bazimmicms, HasBHi £aHi mWomo 3acTocyBaHHA npenapary KouTponox® BariTHEM JKiBKam
(npubmnzgo 300-1000 moBimomieHs MO PE3YNbTATH BATITHOCTI) BKa3yIOTh HA BICYTHICTh
eMOpionansHOi abo ¢ero/HeoHaTATEHOI TOKCHYHOCTI HpemapaTy. Y XOAl AOCHiKeHb Ha
TBapHHAX CTIOCTepirajacs pelpoayKTHBHA TOKCHUHICTH. Sk 3amo0ikemii 3axiz, ciifi yHHKATH
3acTocyBaHHs npenapaty KOHTpoIoK  BariTHAM KiHKaM.

T'ooyeanua 2pyooro. JlocmimkeHHd Ha TBapHHAX IMOKA3aIH €KCKpEIlilo IaHTOIpa3oly B rpyIHe
Moinoxo. HeocTaTHEO JaHMX IMOJO eKCKpellii IaHToIpas’oly Y rpyaHe MOJIOKO JTIOJUHH, IIPOTe
Ipo TaKky eKCKpelilw mnoBiommasnocb. He  MoOXHa  BHKTIOYaTH  PH3UK  JUIA
HOBOH2PO/DKEHHX/HEMOBJIAT. PlimeHHA npo TpHOWHEHAs TIOXYBaHHA rpyamo  abo
IPUNHHEHHS/YTPUMAHHS BiJ JIKYBaHHA MPENapaToM KOH’I'pOJIOK® noTpibHO IpuiiMaTH 3
ypaxyBaHHSM KOPHCTI Bifi TOAyBaHHS TPYMI0 JUId JATHHH 1 KOPHCTI Bif IKyBaHHA
npenaparom Korrponox® mis xiHkH.

Depmunvricme. IlanTonpa3on He mOpyIIyBaB GepTHIBHICTS Y JOCITIKEHHESX HA TRAPAHAX.

30amuicme ennusamu Ha WEUOKICMb peakyii npu KepyeanHi asMempancnopmom abo iHuumy
mexanizmamy. [laETompazon He BiHBae abo Mae AyKe HE3HAYHHM BIIMB Ha INBHAKICTH
peakuii pH KepyBaHHI aBTOTpaHCIOpTOM abo iHmmMH Mexasizmamu. HeobximHo Opatm 0
YBard MOXJIHBHH PO3BHTOK NOOIYHHMX peakiiff, Takux fK 3a0aMOpOYeHHS Ta po3laju 30py
(auB. posain «Ilo6iuHi peaknii»). ¥ Takux BHIagKax He CIi KEPYBaTH aBTOTpaHCIOPTOM abo
TPAIIOBATH 3 iHMHME MEXaHi3MaMH.

Cnocib 3acmocysanna ma oo3u.

KoaTtponok®, racTpOpe3nCTeHTHI TableTkH, i npuiMar 3a 1 roguHy Ao igH nimEMH, HE
POKOBYBATH Ta He MOAPIOHIOBATH, 3aIHBATH BOAOIO.

Pexomenooeane 0o3yeanns.

Hopocai ma oimu eixom 6io 12 poxis.

CuMmnToMaTHIHe JiKyBaHHS racrpoesodareanbaol pedmokcHoi XBopoOH.
PexomenaoBana no3a crtanoBETh 20 mr (1 rtabmerka) mpemapary KowmTpomox® Ha Ao0y.
3azpyualf CHMNTOMH I€4ii MHHAIOTF mpoTaroM 2-4 miokmiB. fAxmo nporo Tepminy
HEJIOCTATHBO, JIKYBaHHA MPOAOBKYIOTH HPOTATOM HAcTymHHX 4-x THxHIB. Ilicns 3HHKHEHHS
CHMOTOMATHKH IOBTOPHY HOSBY CEMIITOMIB MOKHa KOHTPONIOBATH, 3aCTOCOBYIOYH 34 IOTPeOH
20 Mr mpenapaty 1 pa3 Ha noOy, npuiiMaioun 1 Tabnerky, ko ne HeobxiaHo. Ilepexin Ha
TPHBAJY TEpAIlilo CIILJ] PO3TIAHYTH Y BHIIANKY, KOMH He 3abe3neuyeThcd 3afi0BUILHHAL KOHTPOIL
CHMIITOMIB IIpH Tepartii 3a noTpeGoro.

Tpupane mikyBanHs Ta npodinakTHka peNHANBIE pedimokc-e30darity.

Jng ,uonro%)anoro JKyBaHHA OiATPHMYO4Ya fo3a cTaHOBHTE 20 Mr (1 rabnerka) npenapary
KorTponox™ Ha no0y, IpH 3aroCTpeHHi 3aXBOPIOBAHAS MOXKNHBE 36iNIbIIeHRA 1031 10 40 Mr Ha
no6y. V TakoMy BHIIAIKy DEKOMEHAYETbcs Ipmiiom Tabmerox Komrponok® 40 mr. Ilicmn
YCYHEHHA PEIUAAUBY A03Y 3HOBY MOXHA 3MEHIIATH 10 20 Mr npenapaty Ha 100y.

®

Hopocai.
IIpodinakTka BHEDA30K Ka Ta JABaH anol KHIOKH, COPHYMHEHWX NPHEOMOM
HECEJIEKTHBHMX HECTEPOINHAX IpoTH3anaisuEmx 3acobis (HII33 HaIlEHTIB H3
AKi noBHHHI npriivaTa HIT33 Tpusamwii uac.

®

PexoMernnoBana mo3a cranoBuTH 20 Mr (1 Tabnerka) mpenapary KonTponok~ Ha mao0y.
Hopywenus @ynryiti nevinxu. IlanicHTaM 3 TSOKKMMHA HNOpYIIeHHEIME (YHKHiH MEYiHKH HE CIJ
nepesrmryBatH 103y 20 Mr (1 Tabnerka) Ha 100y.

Hopywennun ¢ynryiti nupox. IlanieHTH 3 NOpPYIICHHAMH (YHKIIM HHEPOK He NOTPeOYyIOTH
KOpHTYBaHHS JIO3H.,

Iayienmu rimuvozo 6iky He MOTPeOYIOTE KOPHTYBAHHS JO3H.
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Himu. Tlpenapar He pexOMEHIYEThCS 3aCTOCOBYBATH HiTAM BikoM 10 12 pokiB, OCKiIBKH JaHi
mono Oe3neky i eheKTHEHOCT] IpenapaTty Ay 1iei BikoBoi kaTeropii obMexxeHi.

IHepeoosysanna.

CumrToMu nepe103yBaHHSI HEBLAOMI.

Hoza no 240 Mr npy BHYTpilIELOBEHHOMY BBEAEHHI TIPOTATOM 2 XBHIIHH Jo0pe [I€peHOCHITHCH.
OCKiIBEKH TTaHTONPa301 eKCTEHCHBHO 3B’ I3YEThCA 3 OikaMu, BiH He HANEKHUTH 10 HpeNnapatis,
OIO JIETKO BEBOAATLCA 32 JOTIOMOTOIO JIializy.

Y pasi nepeno3yBaHHs 3 TIOMBOIO KIIHIYHHX O3HaK IHTOKCHKAIii 3acTOCOBYIOTH
CAMITTOMATAYHY Ta IiATPHMYIOYY Tepanito, PekoMenaaniif mono cnenudigHol Tepaliii HeMae.

Hobiuni peaxui.

BuHMKHeHHA MOGIUHMX peakiliii MoXke odiKyBaTHCh y Onm3pko 5% mnaunienTtis, Haiigactimi
nobidHi peaxiii — giapes i rogoBEu# 6inb (BuEMKamM 6/m3bK0 y 1% naiieHTiB).

Hebaxani edexkrn 3a 4acTOTOI BHHMKHEHHS KJIACH(DIKYIOTH 3a TAKMMH KaTerOpiAMH: IykKe
gacto (> 1/10), gacto (= 1/100 i < 1/10), megacto (> 1/1000 i < 1/100), pimko (= 1/10000 i
< 1/1000), nyxe pimxo (< 1/10000), HeBimoMo (JacToTa He BA3HAYCHA 34 HAABHAMH JaHHMH).
Jiist Beix moGigHmx peakiiiif, mpo fAKi IOBIAOMILUIOCH IIiJ| 9ac IOCTMAPKETHHTOBOTO LEPIiOAY,
HEMOXXIIHBO BH3HAYHTH YACTOTY, TOMY BOHH 3323HAYaIOTECS 3 BKa3iBKOIO «JacTOTa HEBiIOMAaY.
B Mexax KkoXHOI kareropii JacToTH moOidyHi peakiiii 3a3HadeHi B INOPANKY 3MCHIICHHS
cepifozHocTi.

3 boxy xpoei ma nimpamuunoi cucmemu.

Piaxo: arpanynonuTos.

Hyxe pimko: neikoneris, TPOMOOIHTONEHIA, TAHIIHTONCHIS.

3 boky imynnoi cucmemu.

Pizko: peakiii rimepuyTiIHBOCTI (BKIIIOYAIOYH aHA(LIaKTHYHI peakiiil, ana}iiakTHIHKHH LWIOK).
Memabonizm ma poznadu o6Miny penoeuH.

Pigko: rinepsrinigemia i miABHIIEHHS PiBHA INiAIB (TPHTINEPHIH, XOJECTHPON), 3MIHH MacH
TiJAa.

HeBigomo: rimomatpiemis, rimomarmiemis (ame. poszin «OcobnHBOCTI 3acTOCyBaHHA»),
I‘il‘IOKaJILILiCMiSI], rinoxaniemis.

Hcuxiuni poanadu.

HeuacTo: po3naayu cHy.

Piako: nenpecis (B ToMy 9HCII 33aTOCTPEHHA).

Hyxe piaxo: Ae3opieHTanis (B TOMY 9HCII 3aTOCTPEHHS).

Heginomo: ramonueaiiis, CIUIyTAHICTh CBIIOMOCTI (0COGIHMBO Y NAIi€HTIB 31 CXHIBHICTIO 7O
TaKHX pPO3/1aJiB, 8 TAKOXK 3arOCTPEHHS LIAX CHMIITOMIB ¥ pasi iX nepelicHyBaHHA).

3 60Ky Hepaoeoi cucmemu.

HewuacTo: ronosamii 6ink, 3anaMopoqEHHA.

Piaxo: posnamu cMaky.

HesigoMo: mapecresii.

3 boky opzany 3opy.

Pigxo: mopynreHHs 30py/3aTyMaHeHHA 30DY.

3 boxy mpasrozo mpaxmy.

Yacto: noniny 3 pyHAAIEHEX 325103 (AOOpOsIKiCHi).

Hewacto: piapes, HyAoTa, OIIOBaHEA, 3AYTTS XHABOTA, 3al0p, CYXiCTh y poTi, abnoMiHaIBHUHA
6i1b 1 muckoMboprT.

3 boxy eenamotGiniaproi cucmemu.

HewacTo: minsuineHHs piBHA Ne9iHKOBHX (PepMeHTIB (TpaHncamMinas, y-1'T).

Pinko: nizpunieHss pipxs OinipyOiHy.

HeginoMo: ypaXeHHS TeIIATOLHTIB, JKOBTAHHIIA, FeTIATOIEIO/IIPHA HEAOCTATHICTD
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3 boxy wixipu ma niduwKipHix MKaHUH.

Hewacro: mIKipHi BUCUIIAHHS, €K3aRTEMAa, CBEPOIXK. ;

Pizxo: KpOIIMB’ SHKA, aHriOHEeBPOTHYHHA HaOpsK.

Heginomo: cumapom Crisenca—/xoncoHa, cungpom Jlalienma, mMynsTudopMHa €pHTEME,
¢orouyTnEBicTs, miAroCTpHMii IWKipHMI dYepBOHMH BOBYAK (MIHB. pozain  «OcobmuBocTi
3aCTOCYBAHHAY). ' o

3 boxy xicmxo8o-M 430601 cucmemu ma CROAYYHOT MKAHUHY.

HeuacTo: mepeiOMH CTErHa, 3a1’ ¢, Xpe6Ta (auB. po3ain «OcoGIuBOCTi 33CTOCYBAHHSY).
Pinxo: aprpanrig, Mianris.

Hepizomo: cmasm M’si3is2.

3 foxy nupox ma cevoeudiTbHOI clcmeMu.

Hepimomo: inTepcTHIiaMbHIY He)PHT (3 MOXITHBEM PO3BHTKOM HHPKOBOI HEAOCTATHOCTI).

3 Goxy penpodykmugHol cucmemu ma MOROYHUX 3GN03.

Pigxo: rinexoMacTis.

3azanvui posnadu.

HeuacTto: acTeHis, BTOMa, HE3AY KaHHS.

PizKo: miaBHINEHHA TEMIIEPaTYpH Tija, NepudeprAdHi HaGpAKy.

| InoxanslieMiA OAHOYACHO 3 rinoMarRieMieo.

2 CriasM M’ 318 AK HacTiAOK NOPYLIeHNRs Ganancy eNeKTpoiTiB.

Tepmin npudammocmi. 3 poxu,

Vmoen 36epirarus. He motpe6ye cnenjansHux yMos 36epiranus. 30epiratu y HEOCTYIHOMY
Ans piteit micii!

Ynaxoska. [To 14 TaGrerok y 61icTepi; mo 1 6micTepy y XapToHHi# KOpoGIi.
Karteropis siamycky. 3a pelienToM.

Bupo6uuk. Takema I'm6X, Mmicue BupobGuunTEa Opamienbypr, Himewumna / Takeda GmbH
Betriebsstitte Oranienburg, Germany.

Micnesnaxo/okednst BHpOGHHKA Ta iioro aapeca MicHs IPOBAUKEHHS MiAAbLHOCTI
Jleninmrpacce 70-98, 16515 Opamien6ypr, Himeuuwsa / Lehnitzstrasse 70-98, 16515
Oranienburg, Germany.

JlaTa 0CTAHAELOro MEperisgy

; ,
3romKeno 3 Marepianamy’
peecrpaL;MHoro docke

S S !




