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IHCTPYKIIA
JJIS1 METUYHOT0 32CTOCYBAHHA JiKapPChKOro 3ac00y

30JIONEHT®
(ZOLOPANT®)

Cknao:

Oitoua peuosuna: pantoprazole;

1 TabGieTKka MICTUTh ITAHTOIIPA30Ty HATPIIO CECKBITIAPAT €KBIBAJICHTHO MaHTOMNpa3oiry 20 mr;

donomidicHi peuogunu: HaTpito KapOoHat 6e3Boauui, MaHIT (E 421), KpocmoBiAOH, T1IPOKCHITPOILIIETION03a,
KaJbIlito creapart, onaparit L30DS55, tpuerunurpar, HaTpito Jaypuicynbdart, Tutany aiokeun (E 171), 3amiza
oxcun sxoBTHi (E 172), Tansk, Opadry 03F58750 6immit*.

* Opadry 03F58750 6inuii: rimpomenosa, Tutany miokcup (E 171), momieTUiaeHTIIKOIb, TaIbK.

Jlikapcbka gopma. TabneTku, BKpUTI 000JIOHKOIO, KUIIIKOBOPO3YHHHI.
OcHogHi ¢hizuko-XimiyHi 61acmugocmi: OBaIbHI ABOOMYKIII TAOJIETKH, BKPUTI 000JIOHKOIO 5KOBTOTO KOJIBOPY.

®dapmakoTepaneBTUYHA Ipyna.
[Ipenaparu ams niKyBaHHS KMCIOTO3aJICKHUX 3aXBOPIOBaHb. [HTiOGITOP MPOTOHHOI MOMITH.
Kon ATX A02B C02.

DapmakKono2iuni eracmugocmi.

Dapmaxoounamixa.

Mexanizm Oii.

[TanTonpaszon — 3aMimieHuil OeH3iMmiznazoun, sSKUK 1HTIOye CEKpelil0 COJSHOI KHUCIOTH Yy HUTYHKY LUISIXOM
crenuivaoi OJI0KaaM MPOTOHHMUX TOMIT MapieTadbHUX KMTHH. [lanTompaszon TpaHchoOpMyeThCs B aKTUBHY
(GopMy Y KHCIIOTHOMY CEepE/IOBHILII B apieTaJbHUX KIITHHAX, A€ iHri0ye pepment H-K™-ATda3y, To6T0 O110KYye
KIHIIEBUW €Tarl BUPOOJICHHSI COJISTHOT KHUCIOTH Yy NUTYHKY. [HTiOyBaHHS 3aJIeKUTh Bijl JIO3W Ta MPUTHIYYE SK
0a3zanpHy, TaK 1 CTUMYJIbOBaHY CEKPEIi0 KUCIOTH. BIIbIIICTh MAIiEHTIB 3BUIBHAIOTHCS B1Jl CHMIITOMIB IPOTATOM
2 TWXHIB. 3aCTOCYBaHHsS TAHTOMPAa30Jy, SK 1 1HMMX 1HTIOITOpiB TporoHHOi mommnu (IIIIT) Ta iHriGiTOpIB
H>-penenitopiB, 3HMKY€E KUCIOTHICTD Y HITYHKY 1 TAKUM YHHOM 30UTBIITYE CEKPELiI0 FACTPUHY MPOMOPLIHHO 10
3MEHIIICHHS KUCIOTHOCTI. 301IBIICHHS CeKpelii racTpuHy o0opoTHe. OCKITBKH MaHTOMPa3o 3B’ s3ye (hepMeHT
JUCTAIbHO IO BiJHOUICHHIO J0 KIITUHHOTO pelenTopa, BiH MOXE 1HTIOyBaTH CEKPELil0 COJSHOI KUCIOTH
HE3JIC)KHO BiJl CTUMYJIAIIT 1HIIMMH peUYOBHHAMH (ALIETUIIXOJIIH, TicTaMiH, racTpuH). EdexT mpu nepopansHOMy
Ta BHYTPIIIHOBEHHOMY 3aCTOCYBaHHI IIpenapaTy OJIHAKOBHM.

[Ipu 3actocyBaHHI TaHTOMPA30Jly 3OLIBIIYETHCS PIBEHb TracTpuHy Hartme. [Ipu KOpOTKOTEpMIHOBOMY
3aCTOCYBaHHI INpenapary piBeHb TacTPUHY Y OUIBIIOCTI BHUIIAJKIB HE TEPEBUILYE BEpXHBOI Mexi HopMu. [Ipu
JIOBrOTPUBAJIOMY JIIKYBaHHI PiBHI TaCTpUHY Yy OUIBIIOCTI BHUIAJKIB 3pOCTarOTh BABIYl. OJHAK HaaAMIpHE iX
30UTBIIICHHS] BUHHUKAE JIAIIE y MOOJWHOKUX BHUMAAKaX. SIK HACHIIOK, 1HOMI MPH JOBrOTPUBAIOMY JiKyBaHHI
crocTepiraeTbcs ciiabke abo momipHe 30uTbmieHHs crnenudiuaux eHnokpuHHux (ECL) kmiTuH y OUTYHKY
(moniGHO 10 aleHOMATOIAHOI Tinepriasii). OfHaK, 3riHO 3 MPOBEACHUMH JTOTENEP AOCHTIHKEHHIMH, YTBOPEHHS
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KJIITHH-TIONIEPEHUKIB HEHPOCHIOKPUHHHUX IMyXJIMH (aTUMOBa rinmepruiasist) abo HEHMpOESHIOKPUHHUX IyXJIMH
IIUTYHKA, sIK1 OyJ10 BUSIBJICHO Y AOCTIHDKEHHSAX HA TBAPUHAX, Y JIFOACH He criocTepiranocs. Buxosuu 3 pe3yabTaTiB
JOCIIJKeHb Ha TBApHHAX, HE MOXKHA IMOBHICTIO BUKIIOYMTH BIUIMB JIOBFOTPUBAJIOrO (OLIbIIE OJHOTO POKY)
JIKYBaHHS TAHTOMPA30JIOM Ha CHJAOKPMHHI TapaMeTpyd NIIMTOBUAHOI 3aio3u. Ha T1imi  JikyBaHHS
AQHTHCEKPETOPHUMH JIIKAPCHKUMH 3ac00aMU piBeHb TaCTPUHY B CHUPOBATIIl KPOBI 3pOCTa€ y BIANOBiAb Ha
3HIDKCHHS cekpenii KuciaoTu. Kpim Toro, depe3 3HM)KCHHS KHCIOTHOCTI IUIYHKAa TiABUIIYETHCS PIBEHb
xpomorpaniny A (CgA). IlinBumennii piseHb CgA MoXe BIUIMBATH HA Pe3yIbTaTH TOCIIKEHb IPU 11arHOCTHIII
HEHPOCHIOKPUHHUX IMyXJinH. HasiBHI omyOikoBaHi AaHi cBig4ath npo Te, mo JikyBanas II1I1 cnig nmpunmuanTh
IPOTSrOM IMEepioay Bix 5 AHIB 10 2 THXKHIB 70 BUMipioBaHb piBHA CgA. Lle no3Bossie piBHIo CgA MOBEpHYTHUCS B
Jllara30H HOPMATbHUX 3HAYEHb, SIKI MOXKYTh OYTH TTOMHJIKOBO ITiIBUIIIEHUMH Ticsist JikyBaHHs IT1I1.
Dapmaxokinemuxa.

Bcmorkmyesanns.

[TanTOMpaz0n BCMOKTYETHCS IIBUIKO, a MaKCHMaldbHa KOHIEHTpALlis B IJIa3Mi JIOCSTAETHCS BXKE IMMICIs
OJIHOPA30BOTO TepopaibHOro mnpuiiomy nozu 20 mr. B cepepnpomy uepe3 2-2,5 TOAWMHU TICIS MPUHOMY
JIOCATAETHCSI MaKCUMallbHAa KOHIEHTpauis B cupoBaTii KpoBi (Cmax) Ha piBHI Omu3pko 1-1,5 MKr/mig
KOHIICHTpAIlis 3aJIMIIAETHCS MOCTIMHOO Ticis O6araTopa3oBoro npuiiomy. @apMakoOKIHETHYHI BJIACTUBOCTI HE
3MIHIOIOTBCS MiCTs 0THOPA30BOr0 a00 MOBTOPHOTO npuiiomy. B nianazoni 103 Big 10 no 80 mr ¢papmakokiHeTnka
MAHTOIPA30JIy B IJIa3Mi 3AJIMIIAETHCS JTIHIHHOIO K TIPH MTEPOPATLHOMY TPUHOMI, TaK 1 TPH BHYTPIITHLOBEHHOMY
BBeJIcHHI. BcTaHoBieHO, 1m0 abcomtoTHAa O10JOCTYMHICTh TaOJETOK CTaHOBUTH Oym3bko 77 %. OmHOovacHe
B)KMBaHHS 1K1 HE BIUTMBAE HA TUIOMLY i KPUBOIO «KOoHIeHTpallis B 1azMi—dacy (AUC) a60 Cmax, @ BIIIOBITHO,
1 Ha 6iogocTynHiCcTh. [Ipu oHOYaCHOMY BXXKMBaHHI 1K1 301IbIIY€ETHCS JIMILE BApiaTUBHICTD JIATEHTHOTO MEPIOAy.
Posnooin.

3B’sA3yBaHHs MAHTONPA30iy 3 OUTKaMU CHPOBATKH CTaHOBHUTH OnM3bKo 98 %. O6’eM poO3Nojily CTaHOBUTh
6mu3eko 0,15 n/kr.

biompancgopmayis. PedoBuHa MeTabO0MI3yeThCS Maibke BUKIIOYHO Yy mediHii. OCHOBHUM METa0OJIidYHUM
NUISIXOM € JaeMeTmiiyBaHHs 3a jgonomororo CYP2C19 3 mopanpiioro cyiab(aTHOI KOH IOTAII€l; IO 1HIIHX
MeTabOoMUHUX NUISAXIB HAJICKUTh OKMCHEHHS 3a jonomoroio CYP3A4.

Buseoennsn. Kinnesuii nepioa HamiBBUBEACHHS CTaHOBUTH Onm3bko 1 romuuu, a kimipenc — 0,1 i/rox/kr. bymno
BIIMIYCHO JCKiIbKa BUIAIKIB 3aTPUMKH BHUBEACHHS. 3aBISKU CHEHU(PIYHOMY 3B’SI3yBaHHIO MAHTOIMPA30JIy 3
MPOTOHHUMH TIOMIIAMH Tapi€TANbHUX KJIITHH I€pioj HAIIBBUBEICHHS HE BIANOBigae HabaraTto OLIBIIINA
TPUBAJIOCTI Jii (MPUTHIYEHHIO CEKpeLii KUCIOTH).

OcHoBHa yacTuHA MeTabOoITIB TAHTOIIPAa30J1y BUBOAUTHCS 13 ceveto (06mu3bko 80 %), perira BUBOIUTHCS 3 KaJIOM.
OcHOBHUM MeTa0OJIITOM SIK B CHPOBATI, TaK 1 B C€Yi € JECMETHIINAHTOIPA30J1, KOH IOTOBaHUH 13 CyIb(haToM.
[lepion HamiBBUBEIECHHS OCHOBHOTO Merabouity (0am3pko 1,5 roawHM) He HabaraTo MEpPEeBHUINYE Mepioj
HAIiBBUBEICHHS MTAHTOIPA30ITy.

Ocobnusi epynu nayienmis.

Tosinvui memabonizamopu. bnuspko 3 % €BpomelliB MalOTh HU3bKY (YHKLIOHAJIBHY aKTHBHICTH (PEepMEHTY
CYP2C19; ix Ha3uBaroTh MOBIILHUMH MeTaboJi3aTopaMu. B opranizmax Takux ocid MeTa00J1i3M IaHTOMPa3oly,
HMOBIpHO, TOJIOBHMM YHHOM KaTanizyerbcs (epmentoM CYP3A4. Ilicns mpuiiomy onniei nosum 40 wmr
nantonpazony AUC Oyna npu6imu3Ho B 6 pa3iB OUIBIIO0 Y MOBITBHUX METa00J113aTOPIB, HIXK B 0OCi0, SIKi MAIOTh
¢ynkuionansHo aktuBHHM pepmenT CYP2C19 (mBuaki merabomizatopu). CepeaHsi MmikoBa KOHLEHTpAIlis B
ia3mi 3pocia npubauzno Ha 60 %. L1 pe3yapTaT He BIUTMBAIOTH HA J1I03yBaHHS MaHTOIPA30ITy.

THopywenns ¢pynxyii Hupok. PexoMeHIaIii moa0 3HWKESHHS 031 MPH MIPU3HAYCHHI TAHTOIPA30JTy Malli€eHTaM i3
noripmeHHsaMu QYHKIIH HUPOK (y TOMY YHCIII MarieHTaM Ha fJiami3i) Hemae. SIK i B 3M0pOBUX J0OPOBOJIBIIIB,
nepioJl HamiBBUBEICHHS MAHTONPA30Jly B HHUX KOpPOTKUH. [lianmizyroTbcs Juiie AyKe HEBENUKI KiIbKOCTI
nanTomnpasony. [lompu Te, M0 B OCHOBHOIO METa0OJIITY MOMIPHO TpHUBAIHMM Tepioj HamiBBUBeACHHS (2-3
T'OJIMHU ), BUBEJICHHS BCE OHO IIBHJKE, TOMY KyMYJISLii HE BiZOyBa€eThCs.

THopywenns ¢ynxyii neuinku. Xoda y MaimieHTiB 13 1upo3omM nedinku (kiacu A ta B 3a mkanoro Yaitnna-I1"10)
nepios HamiBBUBeAEHHS 3pocTae 10 3—6 roauH, a AUC 30inbiyersest B 3—5 pasiB, Cmax 30UIBIIYETHCS JUILE
HE3HAYHUM YUHOM — Y 1,3 pa3u MOpiBHSHO 3 TAKOIO Y 3I0POBHUX JOOPOBOJIBIIIB.




THayienmu nimnvozo eixy. Hesnaune 30unbmieHHss AUC Ta Cmax y 100pOBOJBLIB JIITHROTO BiKY HMOPIBHSHO 3
BIJIMOBITHUMH MMOKa3HUKAMH y OLIBII MOJIOAMX JOOPOBOJIBIIIB TAKOXK HE MA€ KIIIHIYHOTO 3HAYCHHSI.

Iimu.

[Ticns omHOpazoBoro npuitomy no3u 20 ado 40 mr manTonpazony nepopaibHo AUC Ta Cmax y iTEH BIKOM BiI 5
70 16 pokiB 3HAXOAWIMCS B MEXKaX BiJNOBITHUX 3HAUYEHb Y JTOPOCITHUX.

[Ticnst omHOPa30BOTO BHYTPIIIHEOBEHHOTO BBEICHHS MMAHTOIPa3ory B Ao3ax 0,8 abo 1,6 MI/Kr aiTsM BiKOM Bif 2
70 16 pokiB He Oys0 BiAMIYEHO 3HAYMMOTO 3B’S3Ky MK KJIIPEHCOM MaHTONpa3oily i Bikom abo macoro Tina
narienta. AUC ta 06’eM po3noaiay BiAMOBIAATN JaHUM, O€PKaHUM M1 4ac JOCTIIKEHb 33 Y4aCTIO TOPOCIHX.

KuiniuHi XapakTepucTHKH.

Iloxazanns.

Hopocni ma oimu eikom 6i0 12 poxis.

CumnTomMaTHYHE JIKYBaHHS racTpoe3odareanbHoi pedItoKCHOT XBOPOOH.

TpuBane nikyBaHHS Ta NPOQiIAKTHKA PELUANBIB pedIItoKc-e30(ariTy.

lopocni.

[IpodinakTuka yTBOPEHHS BHMpa3Kd NUTyHKAa Ta JABAHAIATHUIIANO] KHIIKH, CIPUYUHEHOI NpUloMOM
HECEJICKTUBHUX HECTepOiqHuX mpoTuzananpHuXx 3aco0iB (HII33) y marieHTiB rpynmu pu3WKy, sKi MOBHHHI
3actocoByBatu HII33 npoTsarom Tpuanoro yacy.

Ilpomunokaszanna.
[limBuiieHa YyTIMBICTh JO AKTHBHOI pEeYOBHMHU ab0 10 Oyap-SKOro KOMIIOHEHTa Ipemnapary, 10 IMOXI1THUX
OCH3MMIIa301Ty.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inuii 6uou 83aEmooiil.

Jixapcoki 3acobu, abcopbyis saxux 3anedxcums 6i0 pH. YHAcHI0K MOBHOTO Ta JOBrOTPUBAIOTO 1HTIOyBaHHS
CeKpelii COJIIHOI KUCJIOTH MAaHTOINPa30J MOXE BIUIMBATH Ha abcopOLii0 mpenapaTiB, s sKUX 3HaueHHA pH
IIUTYHKOBOTO COKY € B@XJIUBUM (DaKTOpoM ix O10JOCTYMHOCTI (HampUKIAd, JESKHX TMPOTHTPHOKOBUX
npenapaTiB, TaKUX sIK KETOKOHA30J1, 1TPaKOHA30J1, T03aKOHAa30J1, a00 1HIIMX MpenapariB, TAKUX SK €PIOTHHIO).
Incioimopu npomeasu BIJ/I. He pexkoOMEHIyeThCs CyMiCHE 3acTOCYBaHHS ITaHTOMNPA30Jy 3 1HTIOITOpaMu
nporeazn BUI (takumu sik araszaHaBip), abcopOuis sIKMX 3aJ€KUTh BiJl BHYTPIIIHbOILIYHKOBOrO pH, uepes
CYTTEBE 3HKEHHS iX 010/10CTYITHOCTI (IUB. po3aia «OCcOOIMBOCTI 3aCTOCYBaHHS»).

VY BuMaaKy, KOJM CyMICHOTO 3acTocyBaHHA iHriOiTopiB mpoteasu BIJI 3 IIIII He MOXHa YHHMKHYTH,
PEKOMEHIIYE€TbCSI  PETeNbHUN KITIHIYHMA MOHITOPUHT (HampuKiIaa, BIpycHOro HaBaHTaxkeHHs). He cmifg
NepeBUIyBaTH J000BY A03y MmaHtompa3ony 20 Mr. Moke BUHHMKHYTH HEOOXITHICTh KOPUTYBAaHHS JO3H
1Hri61TOpIB poTeaszu BLL.

Kymapunosi anmuxoacynsnmu (¢pennpoxkymorn i eapghapur). CymicHE 3aCTOCYBaHHsS ITAHTONPA30Jy 3
BapdapuHom abo (EeHNPOKYMOHOM HE BIUIMBAJIO Ha (apMakOKiHETHKY Bapdapuny, (eHnpokymony abo MHI
(MbKHapoaHHMM HOpMami3oBaHuiM 1HIAeKkc). OmHak moBigomsid mpo miaBumieHHs MHI Ta momoBxkeHHs
IPOTPOMOIHOBOTO Yacy y TMalli€HTiB, sKi cymicHO 3actocoByBaiu IIIII ta Bapdapun abo QeHmpoxyMmoH.
[TimBumenuss MHI Ta momoBkeHHST MPOTPOMOIHOBOTO Yacy MOXKYTh IMPHU3BECTH J0 PO3BUTKY MATOJIOTIYHOL
KpPOBOTEYI Ta HaBITh 10 JIETAIHHOTO HACTIAKY. Y pa3i TaKOro CyMICHOTO 3aCTOCYBaHHS HEOOX1THO HMPOBOIUTH
MoHiTopuHr MHI Ta mpoTpoMOGiHOBOTO Hacy.

Memompexcam. 3adikcoBaHO, 110 OJHOYACHE 3aCTOCYBAHHS BUCOKHUX 7103 MeTOoTpekcaty (Hampukiaz, 300 mr)
ta II1I1 306imbITy€e piBHI METOTPEKCATY B KPOBI y AesSKHUX marieHTiB. [lamieHTam, skl 3aCTOCOBYIOTh BUCOKI JT03H
METOTpEKCaTy, HApUKIA] XBOPUM Ha pak abo mcopia3, peKOMEHAYEThCS THUMYACOBO MPUIMHUTHU JIIKYBaHHS
MAHTOIPAa30JIOM.

Inwi 83aemo0ii. TlaHTONpa3oa 3HAYHOIO MipoI0 MeTaloJNi3yeTbcss B TEUiHII Yepe3 cUcTeMy (EepMEHTIB
nuroxpomy P450. OcHoBHUI muIssx meTabomizMy — aemeTwiaroBaHHS 3a jpomomoroto CYP2C19 Ta iHmmx
MeTa0oIIYHUX HUISAXIB, y TOMY uncii okucHeHHs pepmenTom CYP3A4. Hemae nanux 1m1o/10 KJIiHIYHO 3HAYYIIIUX
B3aEMOJIIM MK MAHTOIPA30JI0M Ta JIIKAPCHhKUMH 3ac00aMH, K1 TaKOX METa0OJI3yIOThCS 3a JIOMOMOTOIO ITHX



nUisixiB  (kapbamasemiH, niazenam, riIiOeHKIaMi[, HiQeIumiH, MNepopajibHi KOHTPALENTHBH, SIKI MICTATh
JIEBOHOPTECTPEIT 1 ETUHIIIECTPATI0N).

He mMokHa BUKITIOYAaTH B3a€MOJIII0 MAHTONPA30Jy 3 IHIIMMHU IpenapaTami, sSKi MeTaOoJi3yI0ThCs Yepe3 II0 XK
(hepMEHTHY CUCTEMY.

PesynbpTatu 1ijoro psity AOCHIIHKEHb MIO0 MOKIMBUX B3a€MOJIN BKa3yIOTh, [0 MAHTOIPA30Jl HE BITUBAE HA
MeTabo0J1i3M aKTUBHUX PEYOBHH, 10 MeTa00Mi3y0ThCs 3a goromororo CYP1A2 (nmanpukian, kodein, Teodinin),
CYP2C9 (nanpuknan, mipokcukam, aukinodenak, Hanpokcen), CYP2D6 (mampuxnazn, meronpoiuon), CYP2E]
(HampuKIIaa, €TaHoI), He BIUTUBAE HA P-TJIIKOMPOTEiH, 10 aCOIIIOETHCS 31 BCMOKTYBAHHSIM JTUTOKCUHY.

He BusiBneHo B3aeMO/Iii 3 0THOYACHO MPU3HAYCHUMH aHTAIIUAMH.

Bynmu npoBeneHi AOCHIHKEHHST 3 BUBYCHHS B3a€MOJIii MAaHTOMPA30y 3 OMHOYACHO MPU3HAYCHUMH TICBHUMH
aHTUOI0TUKaMU (KJIAPUTPOMIIIMH, METPOHIIa30J, aMOKCHIIIIH). KIiHIYHO 3HAYymUX B3a€EMOIIN MK LHUMHU
npenapaTamMy He BHSIBIICHO.

Jikapcoxi 3acobu, wo ineioyioms abo inoykyroms CYP2CI19. Taribitopu CYP2CI19, Taki sk ¢ayBokcamiH,
MOXXYTh 30UTBITYBaTH CHCTEMHHUH BIUIMB MaHTompaszony. Ciig po3riasHYyTH HEOOXIIHICTh 3HUXKCHHS 103U
npernapary JUid MalieHTiB, sKi OTPUMYIOTh JOBIOTPUBATY TEpamilo MAaHTOMPA30JIOM y BHCOKHX J103aX, Ta IS
MAIi€HTIB 13 TopymeHHsIMU QyHKIIT nedinku. [Haykropu depmenTis, mo BrumBaioTh Ha CYP2C19 ta CYP3A4,
Taki sk pudamminuH Ta 3BipoOid 3BuvaiiHuil (Hypericum perforatum), MOXYTh 3HIDKYBAaTH ILTA3MOBI
koHuentpartii IT1I1, ski meTabomizyroThcs yepes mi GepMEeHTHI CUCTEMHU.

Ocoobnueocmi 3acmocysamnnsi.

THopywenna ¢hynxyii’ neuinku. IlamieHTam i3 TSDKKMMH TOPYIICHHSAMH (YHKLIT MEYiHKH HEOOX1THO PeryssipHO
KOHTPOJIIOBATH PIBEHb TEYIHKOBUX (EPMEHTIB, OCOOJMBO TIiJl 4Yac JOBrOTPUBAJIOrO JIiKyBaHHSA. Y pasi
IiABHUILEHHS PiBHA MEYiHKOBUX (DEPMEHTIB JIIKYBaHHS IIPErapaToM HEOOXiAHO MPUITMHUTHU (IUB. po3ail «Crocid
3aCTOCYBaHHS Ta JIO3U»).

Cymicne 3acmocyeanns 3 HI133. 3actocyBanns npenapaty 3ononent®, tadnetku no 20 mr, mis IpodilakTHKK
BHUPA3KW NUTYHKA Ta JABAHAIIATUIIAIO] KUIIKHA, cipuyrnHeHUX npuiiomoMm HII33 moBruii wac ciig oOMeXUTH
HalieHTaMH, SKi CXUJIbHI JI0 YaCTHX 3arOCTPEHb BUPA3KU IITYHKA Ta ABAHAIISTHIIATIO! KUIIKH.

OmiHKa piBHS PU3UKY MPOBOJIUTHCS 3 ypaxyBaHHSIM 1HIUBINyaTbHUX (PaKTOPIB pU3UKY, BKIIOYAOYH BiK (> 65
POKIB), aHaMHe3 PO3BUTKY BHMpa3KW NUTYHKa a00 IBAHAIIATHIAIOI KHIIKH, a TaKOX ILTYHKOBO-KHIIKOBUX
KpOBOTEH.

3noskicni nHosoymeopenns wnynka. CHUMITOMAaTHYHA BIANOBIAhL Ha 3aCTOCYBAHHS IAHTONPA30Jly MOXeE
MacKyBaTH CUMIITOMH 3JI0SKICHUX HOBOYTBOPEHb IIJTYHKA Ta BIATEPMIHOBYBATH iX JiarHOCTUKY. [Ipu HasBHOCTI
TPUBOXKHUX CHUMIITOMIB (HAIIPHKIAJ, y pa3i CyTTE€BOI BTpaTH MacH Tijla, MEpioJUYHOro OJOBaHHS, Aucdarii,
OJIFOBaHHSI 13 KpOB’10, aHEMii, MEJECHM), a TaKOXX MpH MiI03pi ad0 HASBHOCTI BHUPA3KH NUIYHKA MOTPIOHO
BUKJIIOYUTH HAsIBHICTH 3JIOAKICHOTO Tpolecy. SIKI0 CUMITOMHU 30epiraloTbes MpU aJeKBATHOMY JIKYBaHHI,
HEOOX1JTHO TPOBECTH JIOAATKOBE OOCTEIKEHHS.

Ineibimopu npomeasu BIJ/I. He peKOMEHIy€ThCSl CyMiCHE 3aCTOCYBaHHS AHTOMPA30JTy 3 IHT10ITOpaMH MPOTea3u
BIJI (takumu sx aTta3zaHaBip), aOCOpOIlis SKUX 3aJCKHUTh BiJ] BHYTPIIIHBONLTYHKOBOrO pH, depe3 cyrreBe
3HIKEHHA iX 01070CTymHOCTI (IuB. po3nin «B3aemofis 3 IHIIMMHU JIKAPCHKUMH 3aco0aMy Ta IHII BUAU
B3AEMOTIY).

Abcopoyis eimaminy Bjz. IlanTONpa3oa MoXke 3MEHIITYBAaTH BCMOKTYBaHHS BiTaMiHy B2 (mianokoOanaminy) y
3B’SI3Ky 3 BUHHKHEHHSIM TiIo- Ta axyopriapii. L{e ciig BpaxoByBaTy y pa3i 3HUKEHOI MacH Tijla y MaIi€eHTiB abo
HasIBHOCTI (PaKTOPiB PU3UKY LIOAO 3HMKECHHS MOTJMHAHHSA BiTaMiHy B2 Ipu m0oBroTpuBanomy JikyBaHHI, a00
HAsSIBHOCTI BIAIIOBIAHUX KIIHIYHUX CUMIITOMIB.

Hoszompusane nikysanns. Ilpu qOBroTpuBagoMy Imepiojii JiKyBaHHS, 0COOIMBO OLIBIIE OHOTO POKY, MAI[IEHTH
MMOBWHHI 3HAXOUTHUCH 1] pETYJIAPHUM HATJISIIOM JIKaps.

Ingpexyii  wnynKoso-kuwiko6oco mpaxkmy, cnpuduneni Oaxmepiamu. JIIKyBaHHS TAHTONPA30JIOM MOXKeE
HE3HAYHOIO MIpPOI0 MIJBHINUTH PU3HK BUHUKHEHHS NUTYHKOBO-KHIIKOBUX 1H(EKIH, CIPUYNHEHUX TaKUMH
Oakrepisimu, ik Salmonella 1 Campylobacter abo C. Difficile.

T'inomacniemia. Criocrepiraiucss BUNIAJAKUA TSOKKOI TiMOMardiemii y mamieHTiB, ski orpumyBanm II1I1, Taki sk
MaHTOMPA30JI, IPOTIATOM HE MEHIIIE TPHOX MICSIIIB, Ta B OLJIBIIOCTI BUMAAKIB IPOTITOM POKY. MOXYTh BUHUKHYTH
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Ta CIIOYATKy HEMOMITHO PO3BHMBATHUCS TaKi CepiO3HI KIIIHIUHI IPOSIBH TiOMarHieMmii: BTOMa, TETaHis, Jeipii,
CyJIOMH, 3alIlaMOPOYCHHS Ta IITYHOUYKOBA apuUTMis. Y pasi rinmoMarHieMii B OLIBIIIOCT] BUIAJIKIB CTaH MAII€HTIB
MOKpAIIlyBaBCsl Micisl 3aMiCHOT KOPUTYI0Uuoi Teparii mpenapaTaMy Mardito Ta npunuHeHHs npuiiomy ITIT.
[TamienTam, siki MOTPeOyIOTh JOBrOTPHUBANIOi Teparii, ado marieHtaMm, ski npuiimaroTe [T omgHOouwacHO 3
JUTOKCMHOM abo0 mpernapaTamu, 10 MOXXYTh CIPUYMHUTH TiIIOMAarHieMito (Hampukiana, AlypeTUKH), TOTPiOHO
BHU3HAYaTH PiBEHb MarHito nepes mouatkoM jJikyBanss II1I1 Ta nepiogundHo 11 9ac JiKyBaHHS.

Ilepenomu xicmok. JloBrorpuasue JikyBaHHS (OibIIe OgHOTO poky) BUcOkuMHU jno3amu IIIIT moxxe momipHO
30UTBIIUTH PU3UK MEPEJIOMY CTETHA, 3aIl’SICTS Ta XpeOTa, MePEeBaKHO Yy JI0JIeH JITHROTO BiKy a00 MPU HAIBHOCTI
iHIMX (axkTopiB pusuky. Binomo, mo 3acrocyBanus II1I1 moxe 301bIIMTH 3arajdbHUNA pU3HK HepenomiB Ha 10-
40 %. Jleski 3 HUX MOXYTh OyTH 0OyMOBIIEHI IHIIMMH (pakTOopamu pu3uky. [lallieHTH 3 PUBHKOM PO3BUTKY
OCTEOIIOPO3y MOBUHHI OTPUMYBATH JIIKYBaHHS BiJIMOBIIHO J0 JIIOUMX KIIHIYHUX PEKOMEHJAIH Ta CIOXUBATH
JIOCTaTHIO KUIBKICTh BiTaMiHy D Ta KaubIrifo.

ITiococmpuii wixipnuil yuepgonuii eoguax. 3actocyBanns II1I1 moB’s13y10Th 13 AyXe pIAKUMHU BUMIAAKAMH PO3BUTKY
MITOCTPOTO IMIKIPHOTO YEPBOHOTO BOBYAKA. SIKIIO BUHUKAE YPaKEHHs, OCOOJMBO Ha JUISHKAX, IO 3a3HAIOThH
BIUIMBY COHSYHOTO CBITJIA, 1 1I€ CYNPOBOJDKYETHCS apTPANTI€I0, MALIEHTY HEOOXITHO HEraifHO 3BEpHYTHUCS J0
JiKaps, KWK PO3TJITHE HEOOXIMHICTh NMPHUIMMHEHHS 3aCTOCYBaHHS MAHTOINPA30Jy. BUHHMKHEHHS MiAroCTPOro
HIKIPHOTO YEpPBOHOIO BOBYAKa y Mali€eHTIB mig yac momnepenuboi tepamii IITI1 Moxke migBUIIUTH pU3MK HOro
PpO3BUTKY mpu 3acTocyBanHi iHmmx ITI1.

Bnaue na pezynomamu 1a60pamopHux 00CaiodHceHs.

[TinBumennii piBeHb xpomorpaHiny A (CgA) Moke BIUIMBAaTH Ha Pe3yJabTaTH JOCIHIJDKEHb MPHU A1arHOCTHII
HEHMPOCHIOKPUHHUX MyXJuH. 11100 YHMKHYTH Takoro BIUIMBY, JIKyBaHHS MaHTONPA30JIOM CIIiJ] TUMYAaCOBO
MPUITMHUTY TIPUHANMHI 32 5 THIB 10 TpoBeneHHs OliHKY piBHA CgA (muB. po3ain «PapmMakoguHaMikay). Ko
piBHi CgA Ta racTpuHy HE MOBEPHYJIMCS B Jialla30H HOPMAJIbHUX 3HAYEHb MICJIA MOYaTKOBOTO BUMIpPIOBAaHHS,
CJI11 MPOBECTH MTOBTOPHI BUMIpIOBaHHS 4epe3 14 nHiB micis BigMiau jgikyBarHs ITII1.

3acmocysanns y nepioo sazimuocmi abo 200y8aHHs 2pyoor.

Bazcimuicms. HasBHI JaHi 10O 3aCTOCYBAaHHS MAHTONpPA30jly BariTHUMHU kiHkamu (mpubmuszno 300-1000
MOBIIOMJICHb TPO PE3yJbTaTH BariTHOCTI) BKa3yIOTh Ha BIJCYTHICTh eMOpiOHaNhHOI a00 (eTo-HeOHATATBHOI
TOKCHYHOCTI Tpenapary. Y Mpolieci AOCHIiPKeHb Ha TBapUHAX CIOCTepiraigacs pernpoayKTUBHA TOKCHYHICTb.
Sk 3amoODKHMIA 3aXid, CIiJ] YHUKATH 3aCTOCYBaHHS MaHTOPA30JIy BariTHUM KiHKaM.

Ilepioo eo0ysanns epyooio. JIoCHiKEHHSI Ha TBAPHUHAX MOKA3aJIM €KCKPEIiI0 MaHTOIPa30dy B TPYyJHE MOJIOKO.
HenmoctaTHhO NaHMX MO0 €KCKPEIii MaHTOMpa3oidy Yy IpyIHE MOJIOKO JIFOJUHH, TPOTE MPO TaKy EKCKPEIiio
nositomisuid. He MOXHa BUKIIIOYATH PU3MK JUIS HOBOHAPO/KCHHX/HEMOBIAT. PillIeHHS Npo NPUNHHEHHS
TOJyBaHHsS TPYAAI0 a00 TPUNMUHEHHS/YTPUMaHHS BiJ JIIKYBaHHS ITAHTOIPA30JOM TOTPIOHO TpUAMaTH 3
ypaxyBaHHSIM KOPUCTI Bil TOAYBaHHS IPYIIIO UIsl TUTHHU 1 KOPUCTI BiJ] JIIKYBaHHS MAHTOIPA30JIOM IS )KIHKH.
Depmunvricms. [laHTONPa30) HE MTOPYITYBaB (PEPTHIBHICTD y JOCHTIKCHHX Ha TBApUHAX.

30amuicmo enausamu Ha wWEUOKICMb peakyii npu Kepy8aHHi a8mMOmMpaHCcnopmom abo IHUUMU MeXAHIZMAMU.
[lanTonpazon He BmiMBae abo Mae OyXe HE3HAUHUH BIUIMB Ha IIBUAKICTh peakiii MpuU KepyBaHHI
aBTOTPAHCTIOPTOM a00 IHIMMH MexaHi3MamMu. HeoOXi1HO BpaxoByBaTH MOKIUBUM PO3BUTOK MOOIYHUX PEAKIIii,
TaKUX SIK 3a[IlaMOPOYEHHS Ta pO3JIaau 30py (IuB. po3ain «I1o6iunHi peakii»). Y Takux BUMaIKax He CIi KepyBaTu
aBTOTPAHCTIOPTOM ab0 MPAITIOBATH 3 IHITUMHU MEXaHI3MaMH.

Cnocio 3acmocysannus ma 003u.

3ononent®, 20 mMr, TabJIETKHU CIIiJ] PUIMaTH 32 1 ToIMHY A0 111 LIMMH, HE PO3KOBYBATH Ta HE MOJPiIOHIOBATH,
3aMyuBaTH BOJAOIO.

Pexomenoosane 0o3zysanns.

Jopocni ma dimu sikom 6i0 12 pokise.

CuMnrTomMaTH4He JIIKYBaHHS racTpoe3odareanbHoi pedIroKCHOT XBOPOOH.

PexoMeH10BaHa 103a cTaHOBUTH 20 Mr (1 TabneTka) mpenapary 3oiomneHT® Ha 100y. 3a3BUyaii CUMITOMH TIeyii
MUHAIOTh TPOTATOM 2—4 TIXKHIB. SKII0 IIbOTO TEPMiHY HEIOCTATHHO, JIKYBAaHHS MPOJOBXKYIOTH MPOTATOM
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HACTYMHUX 4-X THXHIB. [Tic/si 3SHUKHEHHS] CHMITOMATUKH TIOBTOPHY TOSIBY CUMIITOMIB MOKHA KOHTPOJIOBATH,
3acTocoByrOUHM 3a moTpebu 20 mr mpemapary 1 pa3 Ha noOy, nmpuitmatouu 1 TaGneTKy, KOJu 11e HEeO0OXiIHO.
Ilepexin Ha TpUBally Tepamiro CIiJl pO3IJISIHYTH Y BHUIAAKY, KOJH He 3a0e3MevyeThCs 33J0BIIBHUNA KOHTPOJIb
CHUMIITOMIB IPHU Teparii 3a moTpedoro.

TpuBare ikyBaHHS Ta IpodiTaKTUKa PEIHUINBIB peduIrokc-e30darirty.

JIyist TOBTOTPUBANIOTO JTiKyBaHHS MiATpUMytoda f03a ctanoBuTh 20 mr (1 TabieTka) mpenapary 30710MeHT® Ha
00y, TpU 3arOCTPEHHI 3aXBOPIOBAHHS MOXJIMBE 30inblIeHHA 703U 10 40 mMr Ha 100y. Y TakoMy BHIAAKY
PEKOMEeH TyeThCs TpHitoM TabneTok 3omoneHT® 40 Mr. Iicas yCyHeHHs peluuBy 103y 3HOBY MOKHA 3MEHIIUTH
1o 20 Mr npenapary Ha 100Yy.

lopocni.

[podinakTuka BUPA30K IUIYHKA Ta JABAHAALSTHIIANOI KWIIKW, COPUYUHEHHWX MPUHOMOM HECEICKTHBHHUX
npotusanaibHux 3aco6is (HI133) y narieHTiB rpynu pu3uky, ki nopuHHi npuitmatu HI133 TpuBanuii yac.
PexoMenaoBaHa f103a cranoButs 20 Mr (1 Tabnerka) npenapaty 3ononent® Ha 1006Yy.

THopywenns ¢yuxyii nevinku. IlamieHTam i3 TSHKKUMA TOPYIICHHSAMHU (YHKIIIT MTEUIHKH HE CIIIJI IEPEBUIITyBaTH
no3y 20 mr (1 Tabnerka) Ha 100Yy.

THopywenns ¢pynxyii nupoxk. I1amieHTH 13 TOpyImIeHHIMA (DYHKIIIT HUPOK HE MOTPEOYIOTh KOPUTYBAHHS JI03H.
Tayiecumu nimnv020 6iky He MOTPEOYIOTH KOPUTYBAHHS JIO3U.

Mimu. TlpenapaT He peKOMEHIY€ETHCS 3aCTOCOBYBATH JIiTSAM BIKOM 10 12 pOKiB, OCKUIBKH AaHi MO0 OE3MeKH i
e(heKTUBHOCTI 3aCTOCYBaHHS Mpenapary il M€l BIKOBOI KaTeropii 0OMeKeHi.

Ilepeoo3ysanns.

CuMnTOMH 1epe103yBaHHS HEBIIOMI.

Ho3u 1o 240 mr, BBeZICHI BHYTPIIIHBOBEHHO MPOTSTOM 2 XBUJIMH, 100pe nmepeHocuinucs. OCKUTbKH MaHTOMPa30
€KCTEHCUBHO 3B’S3Y€ThCS 3 OLIKaMH, BiH HE HAJICKUTH J0 MPENnaparis, 10 MOXKYTh OyTH JIETKO BUBEACHUMH 32
JIOTIOMOTOFO JiaJTi3y.

V pasi nepeno3yBaHHs 3 MOSBOIO KJIIHIYHUX 03HAK IHTOKCHKAIli{ 32CTOCOBYIOTh CHMIITOMAaTHYHY Ta MiATPUMYIOUY
Tepamito. Pexomenaariii moo cienudivyHoi Teparii Hemae.

Iloo6iuni peakuii.

3 6oxy kposi ma nimgpamuunoi cucmemu: arpaHyIOUUTO3, IGHKOIEHis, TPOMOOITUTOIEH s, TAaHIIUTOTICHIS.

3 6oxy imynnoi cucmemu: peakiii miIBUIIEHOI YyTAMBOCTI (BKIFOUAIOYN aHa(iIaKTUYHI peakilii,
aHa(TaKTUYHUH IIOK).

Memabonizm ma poznadu oOMiHy peyoguw: TINEpMiMiAeMis 1 TIABUIICHHS PIBHSA JIMIAIB (TPUTTINEPHUIHN,
XOJIECTEpHH); 3MiHA MacH TiJla, TIIOHATpPiEMis, TimomarHiemiss (IuB. po3ain «OcoOIMBOCTI 3aCTOCYBAHHS),
TiMOKaIbIieMis, TiTOKaTiEMIsL.

3 60Ky ncuxiku: po3naau CHy, fenpecis (y TOMY 9HCIIi 3aTOCTPEHHS ), Ie30pi€HTallis (Y TOMY YHCI1 3arOCTPEHHS),
TaTIOIMHALT, CTUTYTaHICTh CBIAOMOCTI (OCOOJMBO y MAIIEHTIB 31 CXWJIBHICTIO JO JAHUX PO3JIaiB, a TaKOX
3aroCTPEHHs [IUX CUMOTOMIB Yy pa3i iX mepenicHyBaHH:).

3 60Ky Hep6060i cucmemu: TOTOBHUHN 0171b, 3aTIaMOPOYCHHS, PO3JIaJId CMaKy, TapecTe3is.

3 60Ky opeanis 30py: OPYIIEHHS 30py/ 3aTyMaHEHHS 30DY.

3 boxy mpaenozo mpaxmy: niapesi, HyAoTa, OJI0BaHHS, 3AyTTS )KUBOTA, 3aI0p, CYXICTh Y pOTi, a0J0MiHAIBHUI
61116 1 tucKkoMdopT, moinu 3 GyHAATBHUX 37103 (T0OPOSKICHI).

3 boxy eenamobiniaproi cucmemu.: MABALIEHHS PiBHS MEUIHKOBUX (hepMEHTIB (TpaHcamiHas, y-I'T), miaBuIeHHs
piBH# OiipyOiHy, ypaskeHHS renaTolMTiB, )KOBTIHHIISA, TeNaTOLEIOIIpPHA HEJJOCTATHICTb.

3 6oky wxipu ma niOWKIpHUX mMKAHUM: TIKIPHI BUCUIIAHHA, €K3aHTEeMa, CBEpOK, KpOIHWB SIHKA,
aHT1OHEBPOTUYHUN HaOpsik, cuHapoM CriBenca — J[xoHcoHa, cuHIpom Jlalenna, MynbTU(dOpPMHA epUTeMa,
(GOTOUYTIIUBICTH, MIATOCTPHH MIKIPHUN YepBOHUN BOBYAK (AUB. po3aisl «OCOOIUBOCTI 3aCTOCYBAHHS).

3 6oky Kicmkogo-m 5130601 cucmemu ma cNOLYYHOI MKAHUHU. TIEPEIIOMU CTETHA, 3a1l’IcTsa a00 XpedTa

(nuB. po3ain «OcoBIMBOCTI 3aCTOCYBAHHS»), APTPAITIs, MialTis, cra3sM M si3iB>.



3 boky Hupox ma ceuo8udilbHol cucmemu: IHTEPCTUIATBLHUN HEPPHUT (3 MOXKIUBAM PO3BUTKOM HHPKOBOI
HEJI0OCTaTHOCTI).
3 6oxy penpodykmusHoi cucmemu ma MOJIOYHUX 3a103: TIHEKOMACTIsL.

3azanvui poznadu: acTeHisi, BToMa, HE3y>KaHHs, IMiIBUIICHHS TEMIIEPAaTypH TijIa, iepudeprudHi HaOpsKH.
! TimoxambIiieMiss OTHOYACHO 3 TITIOMAarHiEMI€IO.
2 Cnaszm M’s131B SIK HACIIIOK MOPYIIEHHS 6alaHCy eJIeKTPOJITIB.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranns.
30epiraTy B OpUTiHAIBHINA YIIAKOBIII MPU TeMIiepaTypi He Buie 25 °C.
30epiraTé y HEIOCTYITHOMY JIJIS JIIT€H MICIIi.

YnakoBka.
ITo 14 Tabnerok y Omicrepi. [1o 1 Gmicrepy B KapTOHHIN yIaKoOBII.

Kareropis Biznycky.
3a perenToM.

BupooOnuk.
TOB «KKYCYM ®APM».

Micue3Haxo/1:KeHHsI BAPOOHUKA Ta aJpeca Micls MPOBAJIKEeHHS HOro AislJIbHOCTI.
40020, Yxpaina, Cymcbka obnacts, M. Cymu, Byn. Ckpsibina, 54.

JaTa ocTaHHBOIO Meperyasay.
08.05.2019 Ne 1030
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