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Peecrpaniiine nocBiguenns

UA/0106/02/01
THCTPYKOIA
JJid MEAHIHOr0 3acCTOCYBaHHA JIiKﬂpCbKOl“O 3ac06y
KOHTPOJIOK®
(CONTROLOC?®)

Cknao:

diioua pevosuna: pantoprazole;

1 ¢makor MicTHTE 42,3 Mr maHTONpa3ony Hatpito (D10 ekBiBanenTHO 40,0 Mr MaATONpazOIy);
donomixchi pewoeurny: TUHATPIIO eaeTar, HaTpilo TiApOKCHA,

Jikapceka ¢popma. ITopomok mis po3unsy id iH’ €Ki,
Ocnosni hizuxo-ximiuni enacmueocmi: cyxXuii nopowok sig 6ioro no 6iMyBaToro Komsopy.
PosBenennii po3vuH — Npo30pHii JKOBTYBATHIA PO34MH,

PapmakoTepaneBTAYHA rpyna. 3aco0H M JIKyBaHHS KHCJIOTO3aNCKHHX 3aXBOPIOBAHE.
Inri6iropn nporonaol momnu. ITanromnpason. Kog ATX A02B C02.

Dapmaronoziuni enacmueocmi.

Papmaxodunamixa. Mexanism 0if, IlanTompason — 3amimenuil GenzuMinason, axmii iHTIOyeE
CeKpeIlilo CONAHO] KHCIOTH Yy NUIYHKY IUISXOM chenugignoi Onokagd IpOTOHHMX IIOMII
napieTaTbHUX KIIITHH.

IMarTonpason TpaHchOpMy€eTECA B aKTHBHY (OpPMY y KHCIOTHOMY CEPEHOBHII B MapicTAIEHAX
KIiTHHax, ge inribye depment H'-K*-ATdasy, To61o 630KYye KiHUEBHIH eTan BHPOGICHHS
cosaHO! KHCJIOTH Y IUTYHKY. IHTiOyBaHHS € 0303aI€KHMM Ta CTOCYEThCA AK 6a3anbHol, TaK i
CTHMY/ILOBAHOI CEeKpellii KACIOTH. Y OUIBIIOCTI MaIi€eHTiB CHMIITOMH 3HHMKAIOTH IPOTATOM 2
THXXHIB. 3aCTOCYBaHHA NAHTONpPa3oly, AK i iHmmX iHriGitopis mporormoi momnn (IIIIT) Ta
imribiTopie Ha-pemenTopis, 3HMXKYE KHCIOTHICTP Yy IUTYHKY i, TaKMM YHHOM, 30LIBDIye
CEKpEIIil0 raCTPHHY IMPOIOPIiHHO A0 3MEHIIEHHA KHCIOTHOCTI. 301IbIIEHHA CeKpenii racTpHAy
€ oboporHEM. OCKINBKH NAHTONpPa30i 3B’A3ye ()EpMEHT AUCTANBHO BiZHOCHO KIITHHHOIO
pelienTopa, BiH MOXeE IHTIOYBaTH CEKpEmil0 CONAHO! KHUCIOTH HE3ANEXKHO BijJf CTHMYJii
iHIIAMHA peyoBHHaMM (aQUETHIIXONIH, ricTaMmiH, racTprH). EdekT nph nepopalbHOMY Ta
BHYTPIITHEOBEHHOMY 3aCTOCYBaHHI IIpENapary OXHAKOBHIA.

3acTocyBaHHS MAHTOIIpa3ody 30UIBIIye piBHI racTpuHy Harme. lIpm KopoTkocTpokoBOoMy
3aCTOCYBaHHi BOHM y OLIBINOCTI BMIAAKIB HE IIEPEBHINYIOTH BEPXHBOI Meki HOpMH. Y pasi
JOBTOTPHBAIOrO JiKyBaHHA DiBHi TacTpEHy y GimsmocTi BHIAZKiB 3pocTaioTe BABiui. [x
HagMipHe 30iMbIIEHHS BHHHKAE JIHIIE Y NMOOAHHOKHX BHNagkax. Sk Hacmimok, iHomi mpm
JIOBTOTPHBAJIOMY JIIKYBaHHI criocTepiractics ciiabke abo momipHe 36inbinenHs crermdiganx
engokpunanx (ECL) wiitmH y mmyeky (momibro zme ageHomaroimmoi rimeproiasii). Onnax,
3rifiH0 3 MPOBEJCHUMH HA JJAHHHA MOMEHT AOCIIKEHHSMH, YTBOPEHHS KIiTHH-IONCPEIHHKIB
HeHpOeH/IOKPHHHIX IyXJIMH (aTHIOBA rimepnnasid) abo HelpOeHAOKPHHEHAX IyXJIHH ILTyHKA,
AKi OyJIO BHABIIEHO Y JOCHI/DKCHHAX HAa TBapHHAX, Y IoAel He crocTepiranocs.

3 orIAxy Ha pe3yNbTATH AOCHIIUKEHb Ha TBApPHHAX, HE MOMKHA IIOBHICTIO BHKJFOYHTH BIITHB
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HOBroTpHBanoro (6inbme ogHOTo poKy) JIKYBaHHS IaHTOIPA30IOM Ha eHAOKPHHHI MapaMeTpH
IHTOBHAHOI 3aJI03H.

Ha doxi mikysaHHS aHTHCEKPETOPHHMHE JNiKapChKUMH 3ac00aMHK piBeHb TACTPHHY B CHPOBATI
KPOBi 3pOCTa€ y BiJNIOBifh Ha 3HIKEHHS cekpenii KHcIoTH. KpiM TOro, uepes 3HHXKEHHA
KHMCIOTHOCTI IIUTYHKA I ABHILETECA PiBeHb XpoMorpaniny A (CgA). ITinsumenuit pisens CgA
MOXe¢ BIUIHBATH HA PE3YJIbTATH AOCHiIDKCHb IIPH AIarHOCTMIN HEHPOEHIOKPHHHMX NyXIIHH.
Hassri omy6mikopani naHi cBiggaTh mpo Te, MO MKYBaHHA iHTiGiTopamMH DpoTOHHOI IOMIH
CJIi/] IPHIIMHKUTH IPOTATOM HepioAy Bix 5 mHiB 0 2 THXHIB 1o BAMipioBans pisHa CgA. Ile nae
3mory pisato CgA, sikuit Moxe GyTH XuOHO miaBUINeHNM micns mikysauua ITTI1, momepHyTHCH
B Jianta30H HOpPMallbHAX 3HAYEHb.

Dapmarokinemuxa.

QapMakOKiHCTHYHI BIAaCTHBOCTI He 3MIHIOIOTBCS INCHA ONHOPA30OBOrO 4H IOBTOPHOTO
npuiioMy. B gianmazomi gos Bim 10 m0 80 Mr ¢apmakokiHeTMKa HaETOmpa3olly B TIIA3Mi
3ATHIIAETRC JHIHHOK fK NPH NepopatbHOMY NpUHOMI, Tak i IpH BHYTPITHLOBEHHOMY
BBEJICHHI.

Posnodin. 3p’A3yBaHHA NaHTONPa30iy 3 OUIKAMH CHPOBATKH CTAHOBHTBL O1misbko 98%. O6’em
posnoginy — 6nnzsko 0,15 n/xr.

Biompancgopmayin. PedoBrHa MeTaGoNisyeTscs Maibke BHKMIOMHO y mevidmi. OcHOBHEM
MeTaloNiYHHM NUIAXOM € NeMEeTHIHMpYBaHHA 3a jomoMoror CYP2C19 3 mogamsmmoro
CYNnb(}aTHOIO KOH'IOTAWICIO; A0 IHOIMX MeTaboJiYHMX LUIMXIiE HANEXWUTh OKHCICHHS 3a
nonoMoroio CYP3A4,

Bugedenns. Kinnesuii nmepiox HaniBBHBEIEHHS CTAHOBUTH OiM3bko 1 rojwmnM, a KiipeHC —
0,1 Wrog/xr. Bymo BigMideHo Jekinbka BHNAOKIB 3aTpEMKH BHUBEJEHHS. DBHacHinok
cnenudivHoro 3p’s3yBaHHA MAaHTOIpa3oiy 3 NPOTOHHHMH [OMIAMH NAPiETATRHHX KIITHH
Nepios] HaNiBBMBEACHHA HE KOPENOE 3 Halararo MOBIIOI TpHBalicTio il (iHriGysamms
CeKpenii KHCIOoTH).

OcroBHa 9acTHHAa MeTaGoONITIB MaHTONpPa30Ny BHBOAMTECA i3 ceueio (6mmapko 80%), pemrra
BHBOAUTECA 3 KamoM. OcCHOBHEM MeTa0OliTOM sK B CHpOBAarIi, Tak i B cedl €
JIECMETHJIIAHTONPa30), KOH'IoropaHuii 3 cynsdartom. Ilepion HamiBBEBEAEHHA OCHOBHOTIO
metaboniTy (6:m3pKo 1,5 rox) HeHabaraTo nepeBHINYE epio/] HATIBBHBEIEHHA IAaHTOIPa30Ly.
Ocobnuei 2pynu nayicumig,

Iloginbni memabonisamopu. Bmaseko 3% eBpomeiiiB MalOTh HH3BKY (YHKI[iOHANLHY
akTuBEICTS PpepmenTy CYP2C19; ix HasuBaroTh nmoBisHMME MeTabomizaTopamu. B opranizmax
TaKux ocib MeTaboni3M maHToNnpa3oiy, MOBIPHO, FOJIOBHEM YHHOM KaTali3yeThesd epMEHTOM
CYP3A4. Ilicna npmifomy onmiei nosu 40 Mr maHTompasoly cepeiss IUiomla, oOMexeHa
apmMaKoKiHETHIHOIO KPUBOIO (KOHLEHTpANiA B IiasMi — gac», Gyra npubiusao B 6 pasis
OinbImoro y MOBiMEHHEX MerabonizaTopis, HiX ¥ ocif, sxi MawTh (GyHKIiOHAIPEO aKTHBHHI
depment CYP2C19 (mBuaxi MeraGosnizatopu). Cepenss mkoBa KOHIEHTPALIS B IUTa3Mi 3pocia
npubim3no Ha 60%. 11i pe3yIbTaT! He BILIMBAIOTH HA J03YBAHHS NAHTONPA3ONY.

llopywennn Qynxyil nupox. PexoMeHAaniii IIOA0 3HIDKEHHS [03H 0OPH NpH3HAYEHH]
MaHTONpPasoTy NalieHTaM 3i 3HIKECHOI (HYHKIEI0 HEPOK (Y TOMY YHC/i Nami€HTaM Ha Jiaisi)
HeMae. SK i B 370poBHX J06pOBONBIIB, Hepiof HANIBBEBEACHHS MAHTONPA3ONy B HHX €
KopoTkuM. JliamisyloTkcs JHINE Ay)Xe HEBedHKI KUIBKOCTI maHTompasomy. Ilompm Te, Imo B
OCHOBHOTO MeTaboiTy NOMipHO TPHBAIHMil TIepioX HaNiBBUBEACHHA (2—3 rox), BHBEACHHSA BCE
OJIHO € MIBUAKAM, TOMY KyMyJsUii He Bif0OyBacThCA.

Ilopywenna ynxyit nevwinky., Xoua y maujeHTtiB i3 mmpo3oM nevinkm (kmace A Ta B 3a
Yaitnnom — IT'10) mepion BaniseuBeneHHs 3poctae go 7--9 romun, a AUC 36insmyerscest B 5-7
pasiB, MaKCHMaNbHa KOHIICHTpAIiA B CHPOBATIi 30LILIIYETHCA JIMINE HE3HAYHEM GHHOM — ¥
1,5 pasa — mopiBHEAHO 3 TAKOIO Y 3/I0POBHX JOGPOBOJIEIIB.

Hayienmu nimnvozo ¢ixy. Hesnaune 36immenns AUC Ta Cmax y 106pOBOMIBIIB AITHEOTO BiKy
y MOPiBHAHEI 3 GBI MoIoAEME AOOGPOBOIEIAMY TAKOXK HE MaE KIHITHOIO 3HAYEHHA.

Himu. Tlicna opHOKpaTHOTO BHYTPINIHEOBCHHOTO BBEAEHHS NAHTONpa3omy B mosax 0,8 aGo
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1,6 Mr/kr miTaM BikoM Big 2 o 16 pokis He OyJ0 BigMiueHO 3HATAMOTO 383Ky MiX KIipEHCOM
naHTompasony ¥ BikoMm aGo macow Tina mauicara. AUC Ta 06’eM posmoginy Bimmosizamd
DaHHAM, OJICPIKaHAM II1J 9ac JOCTiZKeHb 32 Y4ACTIO JOPOCTHX.

Kniniuni xapakrepuacrakn.

Iloxasannn.

- Pedmoxc-e3odariT.

- Brapaska murysKa Ta ABaHaILATHIIANO] KHIIKH.

- Cunapom 3osurinrepa ~— Enticona Ta iHmii rinepcekpeTopRi DaToONOTuHi CTaHH.

IHpomunoxaeszanna. [ligpAmera IyTIABICTh A0 aKTHBHOI PEUOBHHH, NOXiNHMX OGeH3MMIina3omy
Ta 6yab-AKOrc KOMIIOHEHTa Ipenapary.

B3acmooin 3 inwiumu nikapcoxumu 3acobamu ma inuii 6UOU 63aEMOOIH.

Jikapcoki 3acobu, abcopbyin axux 3anexcums 6i0 pH. YHaCIIOK IOBHOIC Ta JOBrOTPHBAIOTO
inribyBanHa cekpemii comsHOI KHCIOTH NAHTONpPazoin MOKe BIUmMBaTd Ha abcopbumiro
npenaparis, i sKkuX 3HaveHHs pH LIMyHKOBOTO COKY € BaskiMBHM (hakTopoM ix
GiomocTynHOCTi (HANpPHMKIAKN, AESKHX NPOTHIPHOKOBEX IIPENapariB, TAKMX K KETOKOHa3ol,
iTpakoHa3o1, 03aKoHa301, a00 IHIIMX IIpeTapaTis, TAKEX K €pACTHHIO).

InziGimopu npomeasu BIJI He pexoMmeHAyeTbCA CYMICHE 3aCTOCYBAHHS HaHTONIPA3oly 3
igribiTopamMr mporeasn BIJl (rakuMu sk arasaHasip), aGcopOLis AKHMX 3aleXHTh Bij
BHYTpiUHBOILITyHKOBOro pH, uepes cyrree 3HmkKeHHA iX GlomocTymHocTi (AuB. posmit
«QOcobnEBocTi 3aCTOCYBAHHAY),

SIxmo cymicHOro 3acTocysanHs irriGiTopie nmpoteazu BIJI 3 inriGiTopamMu mpoToHHOI HOMIK He
MOJXHA YHHKHYTH, PeKOMEHAYETHCA peTebHAN KIHITHUE MOHITOPHHT (HaIPHKIaZ, BipyCHOro
napaaTaxenns). He cnix nepepmmysatu no6oBy no3y manTonpasony 20 mMr. Mojke BEHHKHYTH
HeoOXigHICTS KopUryBaHHA Zo3H iHri0iTopis npoteasu BIJL

Kymapunosi aumuroazynsumu (hennpoxymon i sapgpapun).

CyMicHe 3acTOCYBaHHA MAHTONpPa3sony 3 BapdpapuHoM aGo (HEeHNMPOKYMOHOM HE BILTMBANO HA
dapmakokineTuKy BapbapuHy, ¢eHnmpoxymoHy a6o MHI (MikmapomEmit HOpMali3oBaHHH
ingexc). Ommax mosizomisuoch npo mixsumenss MHI Ta momosxeHHS DpoTPOMOIHOBOrO
uacy y DaiieHTiB, Aki cymicHoO 3actocoByeand IIIII Ta Bapdapme abo (eHIpPOKYMOH.
ITinpumenras MHI Ta nozoxedHd mpoTpoMOIHOBOrO Yacy MOKYTh NMPH3BECTH [0 PO3BHTKY
IIaTOJIOTiYHOT KpOBOTEY] Ta HaBiTL cMepTi. ¥ pasi Takoro CyMiCHOTO 3aCTOCYBaHHA HeOOX1HMi
moHiropurr MHI Ta mpotpom6iHOoBOro Yacy.

Memompexcam. TloBigoMmsanocs, MO OJHOY4ACHE 3ACTOCYBAHHS BHCOKHX H03 METOTPEKCATy
(sanmpuxnan, 300 Mr) Ta irri6GiTopis NpoTOHHO! HOMIK 3GiNEITye PiBHI METOTPEKCATY B KPOBi ¥
leaxkux mnamientis. [lamicHTam, fKi 3acTOCOBYIOTH BHCOKI JO3H METOTPEKCATY, HAMPHKIAN,
XBOpHM Ha pak ab0 mcopias, peKOMEHIYETHCS THMYAcOBO NPHOMHHTH JIKYB&HHS
IIAHTOIPA30JIOM.

i 63aemodii. TIaHTOIPa30)l 3HAYHOIO MIpOI0 MeTaboMNi3yeThcA B NEYiHIN 4Yepe3 CHCTeMYy
depmenTiB wuroxpomy P450. OcHopHmE mmix MerabomisMy — JEMETHIHpYBaHHA  3a
gomomoror0 CYP2C19, immi MeraGomiuri NUIAXH BKMIOYAIOTE OKHCHEHH (EpPMEHTOM
CYP3A4. NocmimKeHHA 3 JKapChKUMH 3aco0aMH, IKi TakoX MeTabomi3yloThCA 3a JOIIOMOro0
IMX IDIIXIB, TAKMMH SK KapbamasemiH, Aiasenam, ruiGeHknamin, Hijeammin Ta mepopanbHi
KOHTPAHENTHBH, AKi MICTATH JICBOHOprecTpen i eTHHiNeCTpaxion, He BHABHIH KIIHIYHO
3HAYYIIUX B3AEMOJIii.

He MoXHa BUKIIOYATH B3AEMOJIIC [AHTONpa3oNy 3 IHIDAMH IIpelapaTaMH, —sKi
MeTaboNi3yIoTECA Yepe3 IO X GepMEHTHY CHCTEMY.

PesynpTaTd UiTOro pAAy AOCITIDKEHD IOA0 MOXIHBUX B3acMOZiH BKasylOTh, IO MAHTOIPA30I
He BIUIHBac Ha MeTab0Ji3M aKTUBHHEX PEYOBMH, 0 MeTaGomisyroThes 3a sonomMorcro CYP1A2
(manpuknazn, kodeiny, rteodinimy), CYP2C9 (Hanpmkniaj, IipoOKCHKaMy, JHKIOQEHAKY,
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Hanpokcery), CYP2D6 (mampuxian, meronponony), CYP2E] (manprkmaz, eraHonmy), He
BIUIMBAE Ha P-TJIIKOMPOTETH, IO ACOIIIOETHCA 31 BOMOKTYBAHHAM JATOKCHHY.

He BHABIEHO B3a€MOii 3 OfHOYACHO IPA3HAYEHIAMH aHTallHAAMH.

Takox Oynn npoBefieHi NOCTIKEHHA B3a€MOZil MAHTONMpA3oly 3 OOHOYACHO HMPH3HAYCHHMH
NEBHEMHA aHTHGIOTEKAMHE (KIAPHTPOMILMH, METPOHiKa30/1, aMOKCHIHNIH). KiniqHo 3Ha1ynux
B3a€MOJiil M) ITAME IIpenapaTaMH He BHABIICHO.

Jhikapcexi 3acobu, wo inzi6ytome abo indyxyiome CYP2CI9. laribitopm CYP2CI19, Taki sx
¢ryBoKcaMiE, MOXYTh 30LIBIIyBAaTH CHCTEMHHIl BIUIEB naHtompasomy. Clif po3rifHYTH
HeoOXifHiCT, 3HEDKEHHA [03M Ipenapary Iy IamieHTiB, AKi OTPHMYKOTh AOErOTPHBATY
Tepanii0 NAHTONPA30J0M Y BHCOKHX /038X, T4 Wi NAMieHTIR i3 mopymennsme ¢ymKuii
nevinkn. Iagykropm depmentis, mo Bmwmsaioth Ha CYP2C19 ta CYP3A4, Taki sK
pudamiings Ta 38ipo6ilt spmuaitauli (Hypericum perforatum), MOXYTb 3HIUKYBATH IUIa3MOBi
xornenTpanii ITII1, axi MeTaboIm3yIoThes Yepe3 Ii GpepMEHTHI CHCTEMH.

Ocobnusocmi 3acmocyeanna.

3nosxicui Hoeoymeopewna uuiynxa. CHMOTOMATHYHA BIANOBIZR Ha  3aCTOCYBAHHA
NaHTONpPa30ody MOJKE MACKYBaTH CHMIITOMH 3JIOfKiCHMX HOBOYTBOPEHb IITyHKa Ta
BiITEpMiHOBYBaTH iX JiarHOCTHKY. [IpH HasBHOCTi TPHBOXHMX CHMHOTOMIB (HampHKIAZ,
CYTTEBOI BTpaTH MACH Tina, nepioguaroro Gmosauns, Aucdarii, GaoBagHS i3 KpoB’Io, aHeMil,
MENeHH), a TaKoX IpH Migo3pi a6o HAsSBHOCTI BHPA3KH NUIYHKA NOTPIi0HO BHKIIOTHTH
HasABHICTEH 3JI0SKiCHOTO IIPOLIECY.

Slkmo cEMITOME 36epiraloThCs IIpH afeKBaTHOMY JiKyBaHHi, He0OXiTHO OPOBECTH NOAATKOBE
ofcTexeHHS.

Iopywenns hynxyii nevinxu. IlanieETam i3 TOKKAMH TopymeHEsME GyHKUil nediHkn
HeoOXi/IHO PEryIApHO KOHTPOMIOBATH DiBEHb NMEYiHKOBUX (epMeHTiB. ¥ pasi HiIBHINCHHA
piBHA mediHKOBHX (epMEHTIB JNiKyBaHHS IpenaparoM HeoGXifHO MpAMMHEWTH (ZMB. PO3ALT
«Crmocib 3acTocyBaHHS Ta JO3M»).

Inzibimopu npomeasu BIJI. He peKOMEHIYETHCS CYMICHE 3aCTOCYBaHHA NaHTONPA3ONy 3
iHriGiropamu mnporeas BUI (rakmmm sK arasaHasip), aGcopOlis SKEX 3alexuTb Bil
BHYTPilIHBOIIIyHKOBOro pH, uepes cyTreBe 3HHXeHHA ix GiomoctymHocti (aus. po3aLt
«Bsaemoyid 3 iHIIEMHY JiKapchKuME 3acoGamMu Ta iHIIi BHAM B3aeMOIiH»).

Inghexyii WRYHKOBO-KUWKOB020 MpaKmy, cnpuduneni Oaxmepismu. JIKyBaHHA IpENapaToM
Kontponok® Moxe HE3HAYHOI MIpOX0 MiABHINATH PU3AK BHHMKHEHHA [LTYHKOBO-KHUIKOBHX
iHexnilt, cuprTHEEHAX TAKAME GakTepismu, sk Salmonella i Campylobacter abo C. Difficile.
Hampiii. TIpenapat MicTuTh MeHIme HiX 1 MMons Hatpito (23 Mr) y ¢umakoHi, 10670, 0 cyTi, €
Oe3naTpieBIM HperapaToM.

Tinomazniemis. CIocTepiraMch BHIAIKH TSDKKOI IiloMartieMil y manieHTiB, sKi OTpEMYyBaH
ITII], Taki SK OAHTONpasoN, NPOTATOM HE MEHIE TPEOX MICAIiB, a B GLIbmOCTI BHOAAKIB
HPOTATOM POKYy. MOXyTh BHHEKHYTH T2 CIIOYAaTKy HETIOMITHO PO3BHBATHCH Taki cepitozHi
KTHIYEI NposBH rimomarHieMii: BTOMa, TeTaHisA, XENipid, CYZOMH, 3aIaMOPOYCHHA Ta
IUyHOUKOBAa apuTMmid, VY pasi rinomarmiemii B OimbmocTi BEmAAKiB CTaH NaIiexHTiB
IOKpAIIyBaBCA MiCHIA 3aMiCHOI KOPHIyodoi Tepamii IpenapaTaMH Marfilo Ta NPHIMHCHHA
npusiomy II1I1.

INauienTam, sKi moTpeGyIOTs JOBroTpHBaNoi Tepamii, abo manienTaM, axi npmiMators IIIT
OHOYACHO 3 JMIOKCHHOM ab0 IpenapaTaMy, MO0 MOXYTh CIPHYHHHATH TilOMarsieMiro
(HanpuKIan, AiypeTHKaMH), HOTPIOHO BH3HAYATH DIiBEHb MAarHilo mepel MOYaTKOM niKyBaHHA
II1I] Ta mepioAwyHO Mif wac TKyBaHHA.

Hepenomu xicmox. Josrotpusane nikyeaHns (Ginpme | poxy) BECOKMMH J03aMH igriGiropis
IIPOTOHHOI TIOMIIH MOE TOMipHO 3GLNBIIATH PH3HK NEpENoMy CTETHa, 3allsCTH Ta Xpebra,
IIEPEBAXHO Y TANIEHTIB JITHEOTO Biky aG0 IpH HadBHOCTI {AITAX (AKTOPIB PHKKY.
CrocTepexHi JOCHTIDKEHES BKA3YIOTh Ha Te, 1O 3aCTOCYBAHHA iHTiGiTOPIB MPOTORHOI IOMIH
MOXe 36GUIGIIATA 3aransHEM pusuk nepemomis Ha 10-40%. Jleaxi 3 EEX MOXYTh GyrH
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ofyMoBneni jHmmME (axTopaME pusHKy. Ilami€HTH 3 PH3EKOM PO3BHTKY OCTEOINOPO3Y
HOBHHHI OTPUMYBAaTH HiKyBaHHI BiANOBIAHO MO JiOUEX KIHITHHX pexoMeHalilt Ta
CIIOKMBATH AOCTATHIO KUIBKiCTS BiTaMidy D i KaIBIIIFO.

Hidzocmpuii  wixipnuii  yepgoHull 608uax. 3acTOCYBaHHT iHriGiTOpiB NPOTOHHOI IOMIH
LOB’S3YIOTh i3 HyXK€ PpiJKMMH BHIANKAMH PO3BHTKY HiArocTporo IKipHOTO YCPBOHOTO
poBYaKa. SIKImO BUHMKAE YpakeHHs, OCOOIHABO Ha AULTHKAX, IO 3a3HAIOTH BIABY COHAMHOIO
CBiTIA, 1 L€ CYNPOBOMKYEThCA apTpaIricio, Mami€HTy HeoOXiHO HeraifHO 3BEPHYTHCH [0
Jikaps, AKui po3mssHEe HEOOXiMHiCTh NPHNHHCHHA 3aCTOCYBAHHS Npenapaty Kortponok®.
BuauxHeHAs MIATOCTPOro IMKIPHOTO YSPBOHOTO BOBYAKa ¥ NAmicHTIB i Yac momepeRHboi
Tepamii imriGiTopaMs NpPOTOHHO[ NOMIOH MOXE MiABMINHTH PH3AK HOTO DPO3BHTKY IIPH
3acTocyBaHHi iHmux iari6iTopis IPOTOHHOI IOMIIH.

Brninue ua pesynomamu na6opamoprux 00CiosiceHb.

[linpumeRHii piseHs xpomorpaniny A (CgA) Moxe BIUTMBATH Ha pe3yJIbTaTH IOCIHiKEHB IIPH
margocTuni HelipoennoxpuHEMX nyxmaH. I[Jo6 YHHKHYTH TaKoro BIUIABY, MKyBaHHA
npenapaToM KonTponox® cirij THMYacOBO IPHIHEHHTH npHUHANMHI 32 5 THIB 10 NPOBEACHHA
ouinkm pisas CgA (ZEB. posmil «DapmakoguHamika»). Sxmo pisai CgA Ta racTpuHy HE
NOBepHYMMCH B JianasoH HOPMANBHHEX 3HAYCHb IICHA MOYATKOBOTO BHMIpIOBAHHS, CJIiJ
[POBECTH MOBTOPHI BHMIpIOBAaHHA depes 14 AEiB Micns BigMiM JikyBaHHs iHTiGiTOpamH
HPOTOHHOI IOMITH.

3acmocysanua y nepiod eazimnocmi abo 200Y6aHHA 2pyooio.

Bazimnicms. HaspHi fJaHi mOOO 3aCTOCYyBaHHS INpCHapaty KorTpomok® BariTHEM KiHKaM
(mpubmusso 300-1000 moBifoMiIeHE MPO pPe3yIbTATH BATITHOCTI) BKA3YIOTh Ha BiJCYTHICTh
emOpionansHoi aGo (eTo/HeOHATANbHOI TOKCMMHOCTI Ipemapary. Y Xoxi JOCHDKEHb HA
TBapHHAX CHOCTEpiranacd penpoayKTHBHA TOKCHYHicTS. Sk 3anobixemit 3axif CIij yHHKaTH
3aCTOCYBAaHHA IIPETapaTy Kortponox® BariTHEM XiHKaM.

T'odysanus 2pydoto. JJocHiKeHHS Ha TBAPHHAX MOKa3aIH €KCKpeIio IaHTOoIIPasory B IpyaHe
MoJ10K0. HeOCTATHBO JAHMX MIOKO EKCKPETIii NaHTONpasosy Y IPy/IHe MOJIOKO JIOJMHH, [IPOTE
IpO TaKy eKCKpemio  NOBIAOMIANOCK. He MOXHA BHKIIOYATH  DPH3WK  JUIA
HOBOHAPO/UKCHUX/HEMOBIAT, PilleHHd 1MpO MpPHIMHEHHA TrONyBanHi rpyamo  abo
TPENVHCHES/YTPHMAHEA Bill JIKyBaHHA MpENapaToM KorTponok® norpiGHO mpHAMATH 3
ypaxyBaHHSM KOPHCTi Bill TOXYBAaHHA TPYAMO UL JHTHHH i xopucti Bim JiKyBaHHS
npenapatom Korrponok® mia xiHka.

®epmunsricmy. T1aHTOIPA30I HE NOPYILIYBAB (GepTHABHICTE Y NOCII/KEBHIX HA TBAPHHAX.

3amuicms enIuUGamMU Ha WEUOKICMb Pearyil npu KepyeanHi aeMOmpancnopnom abo inwumy
Mexanismamu. [lagTompason He BnmmBae abo Mae myxe He3HAYHHH BIUIMB Ha INBHJKICTH
peakmii Npu KepyBaHHi aBTOTPAHCIOPTOM aGo immmMm Mexanismame. HeobGximmo Gpath 7o
YBArH MOXIMBAN DO3BHTOK NOOIMHHX peaKmili, TaKEX K 3aNaMOPOYCHHA Ta PO3NamH 30pY
(mue. po3nin «TToGivmi peakuii»). ¥ TakdX BUIMAJKaX HE CIiE KepyBaTH aBTOTPaHCIOPTOM 200
TIpaIIOBATH 3 IHIIHMK MEXaHi3MaMH.

Cnocib 3acmocysannsa ma 0o3u.

[Ipenapar 3acTOCOBYIOTE 38 IPU3HAYCHHAM JKaps Ta Mif HAICKHEM MEANIHHM HArAAOM.
BHYTpIilIHEOBEHHE 3aCTOCYBaHHS IPEmapaTy PEKOMCEHAYETHCA TiMEKA y pasi HEMOMUIMBOCTI
nepopaTsHOro 3acTocypanns. € hami mMOXO TPHBANOCTI BHYTPIIHEOBEHHONO JNiKyBaHHA 1O 7
muis. ToMy, #K TITBKH CTac MOXIMBAM IEpOpaIBHE 3aCTOCYBaHHA MAaHTOIPa3ony,
3MHCHIOCTECS MEPEXif Bill BHYTPIMIHSOBEHHOTO BBEICHHJ NpEHapary Kontponok® 1o
NEepOPATEHOTO 3aCTOCYBAHHA aHTONPAasoy ¥ no3i 40 Mr.

Pecpnioxc-esodazim, 6upaska 06anadysmunanol KUKy, 6Upaska ULTYHKA.

PeKoMEHZOBaHA /1038 CTAHOBUTE 40 MT manTompasony (1 (hrakok) Ha 100y BHYTPIIIHEOBEHEO.
Jixysanna cundpomy 3onninzepa — Ennicona ma inwux 2inepcexpemopHux nAmonozivHux
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cmarise.

Jlis TpuBanoro mikyBaHHA cHHApoMy 3oiuriHrepa — EmmicoHa Ta immmx rinepcexpeTopHuX
NaTONOriYHEX CTAHIB peKOMEHJOBAHA MOYATKOBa f03a mpenapary KomTpomok® craHOBHTS
80 mMr ma noGy. 3a meoGximmocTi 703y MOXKHA THTPYBaTH, 30iNbINyIo49H a6o 3MEHIIYIOUH,
3aJIEKHO BiJl HOKa3HAKIB ceKpelii KucaoTd B UUIYHKY. 034, 10 nepesunyiots 80 Mr Ha 06y,
HeoOXiHO po3aiMTH Ha Ba BBeAieHHI. MoxX/iMBe THMYacoBe 30iIBINEHHS JO3H TAHTOMPA3oNy
no 6ineme 160 Mr, ane TpUBATiCTh 3aCTOCYBAaHHS IIOBHHHA 0OMEXYBATHCS TilLKH NMEPIOIOM,
AKHH HeoOXiAHWH JUIs aleKBAaTHOTO KOHTPOJIO CEKpellii KHCIOTH.

Sxmo BHeoOXigHe IMBHAKE 3MEHIIEHHS KHCIOTHOCTI, JUId OUIBIIOCTI DAIi€HTIR JOCHTH
N09aTKOBOI J03H 2 « 80 Mr ans nocarHeHHA 6axanoro pisas (< 10 mEke/rox) npotsroM 1 roa.
ITivzomoexa oo 3acmocysanns.

[Topomox pozumamors y 10 Mm 0,9% po3uMHY XIOPHAY HATpilO, IMO AOAACThCH ¥ (IaKOH.
Po3zuun moxma BBOmMTH Gezmocepeanso abo micns 3mimyeamas 31 100 ma 0,9% posumHy
XIopray HaTpito abo 5% po3unny IOKO3Y ¥ INIACTAKOBHX 260 CKIHEX (hIaKOHAX.

ITicas po3BeneHHs XiMigHa Ta ¢i3udma cTablIBHICTS mpemapary 36epiracThes mporarom 12
romuH mpu Temmepatypi 25 °C. 3 MikpobionorigHoi TOUKH 30py pO3BENEHHH mpemapar
HE0OXI/THO BHKOPHCTATH HETAMHO.

Korrponox® ne Moxua roTyBaTH abo 3MINTyBaTH 3 iHINUMH PO3YMHHHKAMHM, OKPIM 3a3HAYEHHX
BHIIIE.

BryTpilmHEOBEHHE BBEJCHHA NpenapaTy HeoOXiqHo MpoBoauTH npoTaroM 2—15 xb.

®nakoH Npu3HAYEHHH TINBKA A OJHOPA30BOTC BHXOPHCTAHHA. 3aiMINKH Hpenapary abo
mpenapar, (i3sEKO-XiMiUHi BIACTHBOCTI SKOTO 3MiHMIHCH (30KpeMa 3MIHHBCA KOJIp, 3’SIBHBCA
ocaf), HeoOXiHO YTHIII3YBAaTH BiIOBIHO 0 BEMOT MiCIIEBOTO 3aKOHOZABCTBA.

Po3BeaeHHH PO39AH NOBHHEH MaTH NPO30PHii XOBTYBATHHA KOIIp.

Ilevinkoea nedocmamuicme. IlanicHTaM 3 THKKAMH NOPYILICHHAME (QYHKLiH NEHiHKH HE CIif
nepeBuinyBatd A06oBy nosy 20 mr (% duaxoma mnpemapary KoHTponok®, mopomrok s
posunHy /s iH’ekiiii 40 Mr) (aus. po3ain «OcobIMBOCTI 3aCTOCYBAHHAY).

Huproea wnedocmammuicme. IlanmieHTH 3 mopymeHHsME ¢(yHknidi HUpoX He nmoTpebyloTh
KOPUT'YBaHHS JO3M.

Ilayienmu nimnvoeo 6iky He OTPeOYIOTH KOPHIYBAHHSA HO3H.

Jimu. Konrponok®, mopomox s PO3YMHY JUIA iH’€KIil, He PEKOMEHAYETBCA 3aCTOCOBYBATH
mitaM (BikoM A0 18 pokis), ockineku maui momo 6esmexn i edpeKTHBEOCTI Mpenapary A/ el
BikoBoi kareropii oOmexeni. Hassri Ha pmaswmit wac gami ommcami B posmini
«(apMaKOKIHETHKa», IPOTe peKOMEHAITT MO0 JO3yBaHHS HE MOXKYTh OYyTH HajaHi.

Ilepedosysannan.

CuMITOMY NIEpe03yBAHHA HEBIJOMI,

Hosu mo 240 Mr npu BHYTPIIHBOBEHHOMY BBEJEHHI NpOTAroM 2 XBHIHH, Hobpe
nepeHoCHIACA. OCKiTbKH TaHTOMPA307 EKCTEHCHBHO 3B’A3YETHCA 3 OiIKaMH, BiH He HAIEKHTh
10 IpeNapariB, IO JETKO BHBOAATHCA 3a JOIIOMOTOI0 Jialmisy.

Y pasi nepemo3yBaHHd 3 TOABOIO KIHIYHMX O3HAK IHTOKCHKAIIl 3aCTOCOBYIOTH
CEMITOMATHYHY Ta I ATPHMYIOUY Teparrito. PexomMennaniit momo cenudiunoi Tepanii Hemae.

Hobiuni peaxuii.

BunukeeHHs NoGiYHMX peakmifi Moxe odikyBaTuch y Omm3bpK0 5% mauientis. Haiivyactima
nobigHa peakuis — TpomGodnebiT y micni BBemenns. Miapes i ronosumii Ginh BEHHKAIH y
6mm3epko 1% naicHTIB.

Hebaxcani edexTr 3a 9acTOTOI0 BHHHKHEHHS KIACHQIKYIOTh 332 TAKHMH KaTerOpifiMH: IyiKe
yacto (> 1/10), gacto (> 1/100 i < 1/10), mewacro (> 1/1000 i < 1/100), pigxo & 1/10000 i
< 1/1000), myxe piaxo (< 1/10000), HeBimoMo (JacToTa HE BU3HAYECHA 32 HASBHUME JAHHMHE),
HAns Beix mobiunmx peakmiif, Hpo ski MOBIXOMIANOCH WiJ Yac MOCTMAPKETHHIOBOTO MEPiOAY,
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HEMOKTHBO BH3HAYHTH YacTOTY, TOMY BOHH 383HAYAIOTHCS 3 YACTOTOX0 KHEBiIOMO).

B mexax kokmHO! KaTeropil gwactotw mnoOiumi peaknii 3a3sHadeHi B HOPSOKY 3MEHIICHHS
cepHo3HOCTI.

3 6oxy kposi ma rimgamuynoi cucmemiu.

Pinxo: arpaHynomuTos.

Jyxe piaxo: eHKkoneHis, TpOMOOMUTONEHIA, NAHOUTOIEHIS.

3 boxy imynHOI cucmemu.

Pizxo: peakmii rinepuyTTHBOCTi (BKIIOUatoun aHadinaxTHaHi peakuii, anatinakruirmii IMOoK).
Memabonrizm ma poznadu 06MiHYy petosuH.

Pimxo: rinepnimigemis i mifBumenns piBHA JinmifiiB (TPHIIINEPH/IH, XOJIECTHPON), 3MiHH MacH
Tina.

Hesifomo: rimoHaTpiemis, rimoMarmiemis (muB. posfin «OcoGMHBOCTI 3acToCyBaHHSAY),
I‘iIIOI(aJIBIIiEMi}Il, TiTIOKaTiEMis.

Heuxiuni pozradu.

HewacTo: posnanu cHy.

Pigxo: aenpecis (B TOMY 9HCIIi 3aTOCTPEHHS).

Jlyxe pigko: ae3opicHTaLis (B TOMY 9HCII 3aTOCTPEHHS).

HeBijioMO: TamOLMHAILLSL, CITYTaHICTh CBiIOMOCTi (0COGNMBO Y MALIEHTIB 31 CXMIBHICTIO 1O
TAK¥X PO3IAJIB, 8 TAKOXK 3arOCTPEHES MEX CUMITOMIB Y pasi Ix moNepeHb0T0 iCHyYBAHHS).

3 6oxy nepeosoi cucmemu.

Heuacro: ronosruii 6inb, 3alraMOpodCHHS.

Pinko: posnama cMaxy.

Heginomo: mapecre3is.

3 6oxy opeanie 30py.

Pinko: mopymenHs 30py/ 3aTyMaHEHHS 30pY.

3 6oxy mpasnozo mpaxmy.

Yacro: moninu 3 yHAATEHAX 32103 (A06pOAKicHL).

Heuacro: fiapes, HyfoTa, GIIOBaHHS, METEOPH3M, 3am0p, CYXicTh y poTi, abaoMiHaTEHME Ginb i
JUCKOMGOpT.

3 boxy zenamobiniaprol cucmemu.

HegacTo: miZBHINCHHA PiBHA NeUiHKOBHEX (PepMeHTiB (TpaHcaminas, y-I'T).

Pinxo: migsumenns pisHs Oinipy6iny.

HeBinoMo: ypaxeHHs TefaToIHTiB, JKOBTSHALA, TeTIATOIE/IOSPHA HEIOCTATHICTS.

3 boky wixipu ma niowKipHux MKAHUHN.

HeuacTto: mxipHi BECHIIAHHS, €K3aHTEMA, cBepbixk.

Pifiko: KpOIIMB’ AHKA, aHTIOHSBPOTHYHMII HaOPAK.

Hesimomo: cumapom Crisenca — JikoHcoHa, cusapom Jladenna, MynsTu(OpMHEA €pHTEMA,
¢orouyTimBicTs, miATOCTpHi IKipHEH dYepBoHMM BoBuak (mMB. po3ain «OcobmmBocTi
3aCTOCYBaHHA ).

3 boxy xicnmko80-M 'A30601 cucmemu ma CRORYHHOL MKAHUHU,

HewacTo: epeToMn cTerna, 3am’acrs, xpe6ta (aus. po3ytin «OcobIMBOCTI 3aCTOCYBAHEA).
Pinko: aprpanris, Mianris.

HeBizomo: cnasM M’si3ie’,

3 boxy nupox ma ceu06uUdinbHOI cucmemu.

Hesigomo: inTepeTHIATLERH HedpUT (3 MOXKITHBIM PO3BHTKOM HUPKOBOT HEZIOCTATHOCT).

3 boxy penpodyxmusnoi cucmemu ma MOIOYHUX 34703,

Pinko: rinekoMacTis.

3azanwvni poznaou.

Yacro: TpoMGodiediT y MicIli BBefieHHS.

Hedacro: acTeHid, BToMa, He3AyKaHHA.

Pifxo: miBHINEHHS TeMIEparypH Tina, nepudepryHi HabpAKH.

! INnoxaneniemis 0XHOYACHO 3 FiMOMATHIEMIEH0.



2 Cniasm M K3IE K HACTH/IOK TIOpYIIEeHHS 5anaHcy eleKTPONiTiB.

Tepmin npudamuocmi. 2 POoKH.

3 MikpoGionoriusol TOYKH 30py po3BelleHHH Tpemapar HEoOXiHO BMKOPHCTATH HeraiiHo.
Oprax $izAK0-XiMiuHa cTabiABHICTE PO3BEACHOTO Npenapary 30epiracThCs IpOTAroM 12 roama
pu Temmepatypi 25 °C.

VmoBH 36epiranns. 36epiraty npH Temneparypi He pume 25 °C B OpHTIHATBHIH yIIaKOBIIi.
36epiraTa y HeAOCTYIHOMY Ja AiTel Micmi!

VYoaxoska. [lopomok i posumHy s in’exniit y dmakori. ITo 1 gurakony y KapToHH]H
KopoOiri.

KaTeropiu BigmycKy. 3a penenToM.
Bupo6ank. Takena 'm6X, Himewauma / Takeda GmbH, Germany.

MicmesHaxoxkeHHS BHPoORHKA T4 Horo agpeca Micug NpoBa/GKeHHN nisasHOCTI. PObepT-
Bom-1lItpacce 8, 78224 inren, Himequuna / Robert-Bosch-Strasse 8, 78224 Singen, Germany.

JlaTa ocTaHHBOIO NEPErIAaY.

Y3rom#kero 3 marepianamm
PEECTPAUIRHOIO fOChE

YaromKeHo 3 Marepianamu
peecTpauiiiHoro focke
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