SATBEPJ)KEHO
Haxa3 MiHicTtepcrBa oxopouu
3a0poB’sa YKpaiHu
30.05.2019 Ne 1212
Peecrpaiiiiine nocBiguenus
Ne UA/0106/01/02

IHCTPYKIIISA
AJSI MEAUYHOTO 32CTOCYBAHHSA JiKAPCHLKOro 3aco0y

KOHTPOJIOK®
(CONTROLOC®)

Cknao:

Oiloua peyoguna: pantoprazole;

1 Tabnerka mictuTh 22,57 Mr naHTONpasoJly CECKBIriipaTy HaTpilo (110 ekBiBasieHTHO 20,0 Mr
IIaHTONPa30I1y);

Ooonomidxchi pevosunu: mauit (E 421); natpito xapbonar 6e3BoaHHIl; KPOCIOBIAOH; MOBiJOH
K 90; xans1io creapar;

obononka: rinpomenosa 2910; nosizon K 25; turany miokcun (E 171); 3amiza oKCHA >XOBTHI
(E 172); nponineHrnikonb, METakpuIaTHUH comosimep (Tm A); Harpiio Jaypuicyibdar;
nonicop6ar 80; TpueTHIUMTPAT; YOpHIIO Kopu4HeBe (S-1-16530).

Jlikapebka dopma. TabneTku racTpope3ucTEHTHI.

OcHogni  ¢hizuxo-ximiuni enracmueocmi: OBTi, OB&IbHi, IBOONYKJI TabNeTKH, BKPHUTI
IJ1iBKOBOIO 000710HKOI0, 3 sapamu Oisoro abo Matixe Oinoro konpopy. 3 MapKyBaHHSIM
KOPMYHEBHUM 4HOpHUIIOM 3 oaHoro 6oky: «P20». I'actpopesuctenTHi TabieTku MoBUHHI OyTH
OZIHaKOBOI GOPMH, KOJIBOPY Ta pPO3MIpy.

dapmakorepaneBTu4Ha rpyna. 3aco0u Juis JIIKYBaHHS KHCJIOTO3IEXKHHUX 3aXBOPHOBAHb.
[uribitopu nporonHoi nomnu. [lanronpazon. Kog ATX A02B CO02.

Dapmakonoziyni enacmugeocmi.
Dapmarxoounamika. Mexanism Oii. TlanTonpazon — 3amilnenuii 6eH3uMinason, sxuii iHribye
CEKpElil0 CONSHOI KHUCIOTH Y UUIYHKY HUIAXOM cneur¢iyHoi OJIokaiu NPOTOHHMUX IOMIT
napieransHux KiiTuH. [lanTompason TpaHchopMmyeTbcs B aKTUBHY (GOpPMY Y KHCIOTHOMY
CepeNIoBUILI B MapieTalbHUX KiiTHHaX, Ae iuribye depment H'-K*-ATdazy, to6to 6Gnokye
KiHUEBHUH eTran BUPOOJIEHHS COJNISHOI KMCJIOTH Y IUIYHKY. IHriGyBaHHs 3aJIe)XKHTh BiJl 03U Ta
IpUrHiuye K 6a3ajibHy, TaK i CTMMYJBOBAHY CEKpELil0 KUCIOTH. Y OUIBIIOCTI MAaILi€HTIB
CUMIITOMH 3HUKAIOTh MPOTATOM 2 THXHIB. 3aCTOCYBaHHS MAHTONPA30J1y, K 1 IHIUKX iHri6ITOpIB
nporoHHoi nomnu (IIIT) ta iHribiropiB Hz-peuentopiB, 3HHWXKYE KHUCJIOTHICTh y IUIYHKY i,
TaKUM YWUHOM, 30UIBIIYE CEKpeuil0 TacTpHHY MNpPOMOPUIAHO A0 3MEHIUEHHS KHCJIOTHOCTI.
36inbeHHs cekpeuii ractpuHy € o00opoTHMM. OCKUIBKM MaHTONpa3on 3B’SI3YE (EPMEHT
JUCTAJIbHO BITHOCHO KJITHHHOTO PELENTOpa, BiH MOXeE IHriOYyBaTH CEKpELii0 COJNSHOI KMCIOTH
HE3aIEXHO BiJl CTUMYJSLI] iHIIMMH peYOBMHAMM (aUETHIIXOJIiH, ricTaMiH, racTpuH). Edext
IPH NEpOpajibHOMY Ta BHYTPIIUHHOBEHHOMY 3aCTOCYBaHHi Mpernapary OJHaKOBHM.

3acTocyBaHHS MaHTONpaszony 36inbliye piBHi ractpuHy Hatiue. [IpH KOpPOTKOCTPOKOBOMY
3aCTOCYBaHHI BOHM Yy O1NbIIOCTI BMNAAKIB HE MEPEBUIIYIOTH BerHLOI MeXi HOpMH. VY pasi
JOBIOTPUBAJIOrO JIIKYBaHHS PiBHI racTpuHy y OineIiocTi BHUmaixiB 3pOCTaIOTH BaBiui. Ix
HazMipHe 30UIbLIEHHS BHHHUKAaE JHINE Y MNOOJMHOKMX BMMankax. SIK HacHigok, iHOAI mpu
JIOBFOTPHBANIOMY JIIKYBaHHI CIOCepiracthes—ciabre-abo momipHe 36inbuieHHs cneuudigyHux
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enokpuHHux (ECL) xnituH y mutyHky (momibno mo amenomaroimuoi rinepmnasii). Oauak,
3rilHO 3 NMPOBEJCHUMH Ha JAHHWH MOMEHT AOCTIIKEHHSMH, YTBOPEHHS KJIiTHH-IIONEPEIHHKIB
HEHAPOCHIOKPUHHUX IMYXJIHH (aTMmoBa rinepmniasis) ab0 HEHPOSHIOKPHHHMX MyXJIMH LILTYHKA,
ki O6y10 BUABIIEHO y OOCHIIKEHHSAX Ha TBApHHAX, Y JIIOJEH He crocTepiranocs.
3 ornsay Ha pe3yabTaTH JOCHIJUKEHb Ha TBapHHAaX, HE MOXKHA TOBHICTIO BHUKJIIOYMTH BIUIMB
JOBroTpuBayioro (Oinbliie OJHOro poKY) JIKYBaHHS MAHTONMPA30JiOM Ha EHIOKPHHHI napameTpH
IWHUTOBHIAHOI 3aJI03H.
Ha ¢oHi NikyBaHHS aHTHCEKPETOPHUMH JIiIKapCHKMMH 3acO0aMM piBeHb racTPUHY B CHPOBATII
KpOBi 3pocTa€ y BiANOBiAb Ha 3HIKEHHA cexpeuii kuciaotu. KpiM Toro, yepes 3HmKeHHS
KMCJIOTHOCTI ULTYHKA MiAIBUILYETHCA piBeHb Xpomorpaniny A (CgA). Iliasuienuit pisens CgA
MOXXE BIUIMBAaTH Ha pe3yibTaTH HOCJIMIKEHb MPH HIarHOCTHLI HEHPOCHIOKPUHHHMX MYXJIHH.
HasBHi ony6sikoBaHi JaHi cBigyaTh MpO Te, WIO JIIKYBaHHs iHriOiTOpaMH MPOTOHHOI MOMITH
CJIi IPUNTHHHUTH IIPOTATOM NEpioAy Bil 5 AHIB 0 2 THXKHIB 0 BuMiproBans piBus CgA. Lle nae
3Mory piBHIO CgA, sxuii Moxxe O6yTi XMOHO miABUILEHUM mmicns JikyBauus I[1I1, moBepHyTHCS
B Jliaria30H HOPMAIbHUX 3HAYEHb.
Dapmaxoxinemuxa. Bemoxmysanns. IlaHTonpa3on BCMOKTYETHCS IIBUAKO, a MakKCHMaJibHa
KOHLIEHTpalis B Mja3Mi JOCAra€ThCs BXE ITICIA OXHOKPATHOIO MEPOPANbHOI0 MPHHOMY JNO3H
20 Mr. B cepeanbomy uepe3 2-2,5 roOMHM ICIS NPUHAOMY JOCATacThCA MaKCHMalbHA
KOHIIEHTpauiss B CHpOBaTHli Ha piBHi Omu3pko 1-1,5 MKI/MJN; KOHIEHTpaUis 3aJHINAcTHCA
nocTiiiHoto micis GaraTopasoBoro mpuiiomy. PapMaKOKiHETHYHI BIACTHBOCTI HE 3MIHIOIOThCA
micins OXHOpPa3o0BOrO YW IOBTOpHOro mnpuitomy. B niamasoni nmo3 Bix 10 mo 80 mr
¢apMakOKiHETHKA MAHTONpPa30jy B IU1a3Mi 3aJMLIAETLCH JIHIKHOIO SK HpPH MEPOpPaIbLHOMY
npuiioMi, TaK 1 NOpH BHYTPIIIHLOBEHHOMY BBeJleHHi. BcraHoBieHo, wio abcomoTHa
6iomocTynHicTh maHTONpazony B TabneTkax CTaHOBUTHL Onmu3bko 77%. OpHodacHu#t npuiioMm
ki He BrumBae Ha AUC (momia mia KpUBOIO «KOHLEHTpalif-yac») 4H MaKCHMajibHY
KOHLEHTpALI}0 B CUPOBATIli, a BiANOBiAHO, i Ha 6iogocTynHicTh. [Ipu oaHOUYacHOMY mpuitomi
K1 301IBIIYETHCS JIMILE BapiaTUBHICTD JIATEHTHOTO MEPIONY.
Po3nodin. 3B’s3yBaHHs naHtomnpasoity 3 6inkamMu cUpOBaTKu CTaHOBHUTH 61u3bk0 98%. O6’em
po3noainy cTaHOoBHUTE 6m3bko 0,15 j/kr.
Biompancgpopmayis. PeuoBuHa MeTaboNi3yeThCs Maike BHKIIOYHO y mediHni. OCHOBHUM
MeTaboJliYHMM 1UISXOM € JgeMeTuiayBaHHs 3a jgonomoroto CYP2C19 3 nopansuioro
cynb(haTHOIO KOH’IOrali€lo; A0 IHIIMX MeTaboNiYHHX NUIAXIB HAIEKUTh OKHCIIEHHS 3a
nonomororo CYP3A4.
Buseoenns. Kinuesuit nepiosl HamiBBHBEAEHHS CTAHOBUTH OMU3bKO 1 roamHu, a KilipeHC —
0,1 n/rog/xr. Byno BigMiueHo AekiIbka BHMAAKIB 3aTPUMKH BHUBEAEHHs. BHacininok
crieuu@iyHOro 3B’A3yBaHHS MAHTOINPA30Jly 3 MNPOTOHHHMHM IOMIAMM MNapi€TalbHUX KJIITHH
nepioJ HamiBBMBEJEHHS HE Kopetoe 3 Habarato HOBmIOW TpuBaticTio Ail (iHriGysaHHS
CEeKpewil KUCJIOTH).
OcHoBHa yactiHa MeTaboJIiTIB MaHTOMpa3oy BUBOAMTHECH i3 cevero (6ym3bko 80%), peurra
BUBOAUTLCS 3 Kanom. OcHoBHMM MerabosliToM $IK B CHpOBarli, Tak i B cedi €
JNECMETHIITAHTONPa30Jl, KOH'IoroBaHuil 3 cyibdaroM. [lepios HamiBBUBEIEHHS OCHOBHOIO
mertabosity (6au3bko 1,5 romunu) HeHabarato mepeBMIYE Hepiod  HaNiBBHUBEIEHHS
IIAHTOIPa30Jy.
Ocobnugi 2pynu nayicHmis.
Iloginbni memabonizamopu. bnuzpko 3% eBpone#uiB MarOTh HU3BKY (QYHKUIOHAIBHY
axtuBHICTH Ppepmenty CYP2C19; ix Ha3uBaroTh MOBUILHUMH MeTabomizatopaMu. B opraHiamax
Takux ocib6 Metabosi3M nmaHTonpasony, iMOBIpHO, TOJIOBHUM YHHOM KaTalli3yeTbCsl (hepMEHTOM
CYP3A4. Ilicna npuitomy onniel mo3u 40 Mr maHTompasony cepeans mioma, oOMexeHa
¢$apMaKkOKIHETHYHOI KPHBOIO «KOHIEHTpalis B Ia3mi — vac», Oyna npubnuszHo B 6 pasis
6inpIIoOI0 Y MOBUTLHUX MeTabosizaTopis, HiX Yy 0ci6, ki MarOTh (YHKUIOHAJIEHO AKTHMBHHM
depmenT CYP2C19 (uBuaki merabonizatopu). CepeniHs mikoBa KOHUEHTpaLis B 1a3mi 3pociia
npubnu3to Ha 60%. Lli pe3ynpTaT He BIIMBAIOTH HA O3YBaHHS MaHTONPA30Iy.
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Tlopywenna ynxyii Hupox. PexoMeHmauiif MmOAO 3HWKEHHS [O3M 0pPH NPU3HAYEHHI
MAHTOIPa30Jly Nali€eHTaM 3i 3HIKEHOIO PyHKUIEI0 HUPOK (y TOMY UMCIIi MaliEHTaM Ha aiaiisi)
Hemae. SIKk i B 370pOBMX [0OpOBOJIBLIB, MEPIOA HaMiBBMBENEHHS MAHTOMPa3ojly B HHUX €
kopoTkuM. Mliani3ytoTecs suie ayxe HeBeNuKi KiIbKOCTI madTornpasony. Ilompu Te, mo B
OCHOBHOrO MeTaboJliTy NOMipHO TpUBaIMil mepiol HamiBBHBeAeHHS (2—3 roauHH), BUBEIECHHS
BCE OJIHO € IIBUJKUM, TOMY KyMYJisLlii HE BiIOYBa€ThCA.

Ilopywenns gynxyii neyinku. Xoya y naiiesTis i3 LMpo3oM nedinku (kiacu A ta B 3a mkainoro
Yaitnaa — I1'10) nepion vamiBBUBeAEHHs 3pocTae Ao 3—6 roaud, a AUC 36inpuyerscs B 3-5
pasiB, MaKCHMaJibHa KOHUEHTpallis B CHPOBATLi 30iNbUIYETLCH JIMIE HE3HAYHUM YHHOM — ¥
1,3 pa3a 1nopiBHSIHO 3 TaKOI Y 3A0POBHX A0OPOBOJIBILIB.

Ilayienmu nimuvoeo eixy. Hesnaune 36inpmensss AUC Ta Cmax y AOOpOBOJBLIB JITHBOTO BiKY
y NOpiBHSAHHI 3 6iJIbLI MONOAMMH JOOPOBONBLSAMH TAKOX HE MAE KJIiHIYHOTO 3HAYEHHS.

Himu. Tlicna ogsopaszosoro npuitomy aosu 20 abo 40 mr nanronpasony nepopansio, AUC Ta
Cmax y ZiTeit BikoM Bifi S 10 16 pokiB 3HaxoauMcs B MeXax BiAMOBIAHMX 3Ha4eHb y JOPOCIIUX.
[Ticns oAHOPa30BOro BHYTPIIIHLOBEHHOI'O BBEACHHS MaHTompasony B no3ax 0,8 abo 1,6 mr/kr
AitamM BikoM Big 2 mo 16 pokiB He Oyjo BiAMIYEHO 3HAYUMOTrO 3B’S3KYy MK KJipeHCOM
nasronpasony i BikoM abo Macolo Tina mauienra. AUC Ta 06’eM posmoainy Biamosimanu
TaKKM y JOPOCIIHX.

KaniniuHi xapakrepucruku.

Hokazanna.

Lopocnai ma oimu gixom 6i0 12 poxis.

- CumnTomMaTHyHe JTikyBaHHA ractpoe3odareaibHoi pedmokcHoi XBopobu.

- TpuBasie nixyBaHHA Ta npo¢inakTuka penuauBiB pedokc-e30darity.

Hopocni.

- IlpodinaxTika YTBOpDEHHS BHpPa3KM ULUIYHKa Ta ABaHAAUATHHAIO! KHUIUKH, CIPUYHMHEHOI
NpUAOMOM HECEIEKTHUBHHUX HECTEPOiAHMX mpoTu3ananpHux 3acobiB (HI133) y mauieHTiB rpymnu
pU3MKY, AKi NOBHHHI 3acTocoByBaTu HII33 mpoTaroM Tpusaioro yacy.

ITpomunoxazanna. TligBuuieHa 4yTIUBICTh 10 aKTUBHOI PEYOBMHHM, MOXiHUX OeH3MMina3omy
abo Oyab-sKOro KOMIOHEHTA Npenapary.

B3aemodin 3 inmumu nikapcokumu 3acobamu ma inwi 6uou 63aemModiii.

Jlikapcoki 3acobu, abcopbyin axux 3anexcums 6i0 pH. YHacaiOK MOBHOTO Ta JOBrOTPUBAJIOTO
iHribyBaHHs cexpeuil COJSHOI KHMCJIOTH MAHTONPa3oJ MOXKE BIUIMBaTH Ha abcopOuiro
npenapartiB, Ads SKMX 3HaueHHs pH 1UTyHKOBOro coxky € BaxIMBHM (pakTopoMm iX
6iomoctynHocTi (Hanpukian, AEAKUX MPOTUIPHUOKOBUX IpenapariB, TAKUX SK KETOKOHA30JI,
iTpakoHa30, Mo3aKkoHa3o0J1, abo IHIIKX IpenapaTiB, TAKUX K €PIOTHHIO).

Ineibimopu npomeaszu BIJI. He pekOMEHAYEThCA CyMiCHE 3aCTOCYBaHHS MaHTONpPa3oiy 3
igribiropamu mnporeasu BIJI (rakumu sx atasanaBip), abcopOulis SKUX 3alEXHTb Bij
BHYTPIIUHBOUUTYHKOBOIO pH, uepe3 cyTTeBe 3HMKEHHS iX O6i0JOCTYHHOCTI (IMB. pO3ain
«OcobaMBOCTI 3aCTOCYBAHHAY).

Sxuwo, KonM cyMicHOro 3actocyBaHHs iHribitopis nporteasu BIJI 3 inriGitopamMu npoToHHOI
NIOMIH HE MOXHAa YHHUKHYTH, PEKOMEHY€ETHCS PETENbHUM KIIHIYHMA MOHITOPUHT (HalpuKiaz,
BIpYCHOr0 HaBaHTaxxeHHs). He ciia nepeBuiiysata n1060By n03y manrompaszony 20 mMr. Moxe
BUHUKHYTH HEOOX1HICTb KOPUTyBaHHS 03M iHribiTopis npoTeasu BIJL

Kymapunoei anmukoazynanmu (gpennpoxkymon i eapgapun).

CyMicHe 3acTocyBaHHS NaHTONpa3oyy 3 BaphapuHoMm abo (GEeHIIPOKYMOHOM HE BIUIMBAJIO Ha
¢apmakokineTHKy Bapdapuny, pennpoxymony abo na MHI (Mmixxnapoanuil HopMmaizoBaHui
iHaekc). OnHak nosizomisiock npo niasuiteHHs MHI ta nomnosxenHs npoTpoMGiHOBOro yacy
y mauieHTiB, siki cymicHo 3acrocoByBanu II1I1 Ta Bapdapun abo dennpoxymon. IligBUIIEHHS
MHI Ta nonopxeHHs NpoTpoMO6iHOBOrO Yacy MOXYTh NPH3BECTH IO PO3BHTKY IaTONOri4HOI
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KpoBOTEYi Ta HaBiTh 10 cMmepri. ToMy y pa3si Takoro CyMmiCHOro 3acTOCyBaHHsI HeOOXimHMil
MmoHiTopuar MHI ta npotpom6inoBoro yacy.

Memompexcam. TloBizomisnocs, IO OJHOYACHE 3aCTOCYBAHHS BMCOKHMX JI03 METOTPEKCATY
(sanpuxnan, 300 mr) Ta iHribiTopiB MPOTOHHOI MOMMIM 36i/IbIUYE PiBHI METOTPEKCATY B KPOBi Y
nesxux nauietiB. IlamieHTaMm, sKi 3aCTOCOBYIOTH BHCOKi JO3M METOTPEKCATy, HANpMKIal,
XBOpMM Ha pak abo rmncopia3, pEKOMEHIYETBCA THMYACOBO MPHUIHHHUTH JKYBaHH
MaHTOMPA30JIOM.

Inwi 63aemooii. TlanTonpason 3HaYHOIO Mipol0 MeTaboMNi3yEThCSs B NEUiHIl Yepe3 CHCTEMY
depmenTiB uuTOXpoMy P450. OcHoBHMI ULISAX METAGOI3MY — AEMETHUITYBaHHS 3a AOIIOMOTO0
CYP2C19, iHmi MmeTabomiuHi UUIAXM BKIIOYAIOTh OKUCHEHHA (epmentoM CYP3A4.
JlocniokeHHs 3 MikapchbKMMHM 3acobamu, fKi TakoX MeTaboJi3yloThesi 3a JOMOMOIOK LUX
UUIAXiB, TaKMMH fK KapbamasemiH, niasenam, rnibeHknamin, Hideaunid Ta nepopalibHi
KOHTpAllENTUBH, SIKi MICTATh JICBOHOPrecTpes i €THHINeCTpa;ios, He BUSIBMIM KJIiHiYHO
3HAYYyLIUX B3aEMOJIM.

He MoxHa BuimoyaTd B3a€MOZII0 MAHTONPa30jly 3 IHIIMMM [penaparamu, sKi
MeTabosti3yIoThCs Yepe3 IO X GEPMEHTHY CUCTEMY.

Pe3ynpTaTi HiIOT0 psay OCHiMIKEHD IOAO MOXIIMBUX B3a€EMOiN BKa3yIOTh, IO MAHTONPa3o
He BIIMBA€ Ha MeTaboJi3M aKTHBHHX PEYOBHH, 10 MeTabonisyroTscs 3a gonomororo CYP1A2
(nampuknan, kodeiny, teodininy), CYP2C9 (wampuknan, nipoxcukamy, muksiodeHaxy,
Hanpoxceny), CYP2D6 (wanpuxnan, meromponony), CYP2El (wampuknan, eraHoiy), He
BILJIMBAE HA P-IIIIKOMPOTETH, IO ACOLIIOETHCA 31 BCMOKTYBAHHSAM JHUTOKCHHY.

He BusBneHo B3aemonii 3 0AHOYACHO MPU3HAYECHMUMH aHTALUAAMH.

IlpoBeneHO AOCHIKEHHS B3a€EMOAIl MAHTONPa30Jy 3 OAHOYACHO MPH3HAYEHMMH IEBHHUMHM
aHTUO10THKAaMK  (KJIApUTPOMILMH, METpOHiga30y, amokcuumiig). KiinidyHo 3Hauymmx
B3aEMOJIH MiXX MMM NpenapaTaMu HE BHUABIEHO.

Jlikapcoki 3acobu, wo inzibytome abo inoykyiome CYP2C19. Iuri6itopu CYP2CI19, taki sk
diyBOKCaMiH, MOXYTh 30UIBIIYBaTH CHCTEMHHMHl BIUIMB MaHTonpasojy. Cilifl po3rjisHyTH
HEOOXiMHICTh 3HWKEHHS JO03M Ipenapary s HAUi€HTIB, SKi OTPUMYIOTh JOBrOTPUBAILY
TEpamilo MaHTOMpPa3ojoOM Y BUCOKMX [03aX, Ta Ui MAUi€HTIB i3 MOpYIIEHHAMH QYHKUiT
neuinku. I[Hayxropu ¢epmentiB, mo BmiuBatotk Ha CYP2C19 ta CYP3A4, Taki sk
pudammiimH Ta 3BipoGiit 3Buuaiinuit (Hypericum perforatum), MOXYTh 3HHXYBATH ILIa3MOBY
xoHueHTpauiio II1I1, sxi merabomnizytoTecs yepes ui pepMeHTHI CHCTEMH.

B3aemoodin midxnc nikapcokumu 3acobamu ma nabopamoprumu mecmamu. [losigomnsnocs npo
XUOHOMO3UTHBHI pe3ynbTaTH JEAKUX CKPUHIHTOBMX JOCHIIDKEHh C€4i Ha HasgBHICTh
TeTpariapokaHabiHONy Yy mMali€eHTIB, fAKi 3aCTOCOBYIOTh NaHTOmpaszon. JUisi HiATBEpIKEHHS
MO3UTHBHUX PE3YNBTATIB MOTPIOHO PO3INAHYTH MOMIMBICTH 3aCTOCYBAaHHS abTEPHATHBHHUX
MiATBEPIKYIOUUX METOMIB JOCIIHKEHHS.

Ocobnugocmi 3acmocysanna.

Ilopywenna @yuryii newinku. TlamieHTaM i3 TROKKMMH TOpylIeHHAMM QYHKUIT NeYiHKu
HEOOXIZHO pEeryyispHO KOHTPOJIOBATH DiBEHb MEUYiHKOBUX (epMEHTIB, OCOOGNMBO mix uyac
JAOBrOTPHUBANOro JiKyBaHHA. Y pa3i MiABHILEHHA piBHA MEYiHKOBHUX (EPMEHTIB JIKYBaHHS
npenaparom HeoOXiZHO NPUNMHUTH (AuB. po3ain «Crocib 3acToCyBaHHS Ta 103U »).

Cymicne 3acmocysannus 3 HIT133.

3actocysanns npenapatry Kourtponox®, tabnetku mo 20 wmr, s npodinakTHKM BHPa3Ku
LIUIyHKa Ta [ABaHAAUATUNAIOl KHUIIKM, COpuuyMHeHUX mnpuitomom HII33 poeruit yac ciig
OOMEXHTH DallieHTaMM, $Ki CXHJIbHI [JO HYaCTHX 3aroCTPEHb BHPA3KH UUIYHKA Ta
JBaHAANATHIIANO! KHIIKH.

Ouinka piBHA pHM3HKY HPOBOIAMTHCA 3 YpaXyBaHHAM iHAMBIXYaIbHMX (GAKTOpIB PH3HKY,
BKJIIOYalO4YM BiK (> 65 pokiB), aHaMHe3 PO3BUTKY BHpasKH LUIyHKa abo aBaHaJUATHIANON
KUHIKH, @ TAKOX LUTYHKOBO-KHIIKOBHX KPOBOTEY.

3nosxicni  Hosoymeopenns — wynka. CHMITQMATHYHA ~ BIANOBiJbL HA  3aCTOCYBAHH

Y3roaxeHo 3 Mateplanamy
PEECTPALIAHOIO HOCHE

4

m



MaHTONpa3oly MOXE MacKyBaTH CHMITOMM 3JIOSKICHMX HOBOYTBOPEHbL LUIYHKA Ta
BIATEpMiIHOBYBaTH 1X AiarHOCTMKY. I[IpM HasBHOCTI TpPHUBOXHHMX CHMITOMIB (Hampukian,
CYTTEBOI BTpaTH MacH Tijla, nepioguyHoro GmoBanHs, aucdarii, 61r0BaHHS i3 KPOB'10, aHEMIT,
MEJIEHH), a TakoX MNpH Mijo3pi abo HasgBHOCTI BHUPA3KX UUIyHKA IMOTPIOHO BHMKIIOYMTH
iCHYBaHHS 3JIOSIKICHOT'O IIPOLIECY.

Sxmo cumnToMu 36epiraloThes MpM aAeKBaTHOMY JiKyBaHHi, HEOOXiIHO MPOBECTH JI0JATKOBE
o0CTeXEHHS.

Ineibimopu npomeasu BIJ/l. He pekoMeHAYeTbCs CyMIiCHE 3acCTOCYBaHHS MAHTOMPA3oy 3
iHribitopamu nporeasd BIJI (takumu sk arasadaBip), abcopOuist sKMX 3a1eXUTh Bij
BHYTpPILIHBOUUTYHKOBOrO pH, uepe3 cyTreBe 3HIKEHHA I1X GioJOCTYMHOCTI (AMB. pPO3Ain
«B3aeMofis 3 iHIIMMH JiIKapCHKUMH 3aco6aMH Ta iHIII BUAM B3AEMOZIN»).

Abcopbyia eimaminy Bjy. YV nauieHTiB i3 cunapoMoMm 3omiinrepa — Esticoa Ta iHmmmu
rinepceKpeTopHMMHM MaTOJIOTiYHMMHU CTaHaMH, IIO MOTPeOyIOTh TPHUBAIOrO JIIKYBaHHS,
NaHTONpa3oJ, SK 1 Bci npemapaTH, U0 OJOKYIOTh BHPOOJIEHHS COJNSHOI KMCJIOTH, MOXE
3MEHIYBaTH BCMOKTYBaHHs Bitaminy B2 (uianoko6anaMiny) y 3B’ 43Ky 3 BUHHKHEHHSM TiMo- i
axnopriapii. Lle caix BpaxoByBaTH y pa3i 3HMKEHOI MacH Tilia y nauieHTiB abo HasBHOCTI
(bakTOpiB PU3MKY 3HIKEHHS IOIJIMHAHHA BiTaminy Bi2 mpu mosrorpusanoMy jikyBaHHi, aGo
HasABHOCTI BiINOBiIHUX KJIIHIYHUX CHMIITOMIB.

Hoszompusane nixyeanns. Tlpu HOBroTpuBajoMy JiKyBaHHi, ocobmuBo Oinbme 1 poky,
Nali€HTH NOBUHHI 3HAXOAMUTHUCH MiJl PErYISPHUM HarJISIOM JIiKaps.

Ingexyii wnynkogo-kuwko8ozo mpakmy, cnpuduneni 6axmepismu. JliKyBaHHS NpenapaToM
KoHTpo/10Kk® MOXK€E HE3HaYHOIO MIpOI0 MiABMUIMTH PU3UK BHHMKHEHHS IIYHKOBO-KHMILIKOBHX
iHdexLi#, cnpuunHEeHUX TakuMu bakrepisimu, sk Salmonella i Campylobacter abo C. Difficile.
T'inomaeniemin. TloBinoMnsanocs mnpo piAki BUMafKH TSOKKOI rimomarsieMii y mauienTiB. ki
orpuMmyBany iHribiropu mporonnoi nomnu (II1IT), Taki sk manTOMpPa3oil, MPOTATOM HE MEHIlE
TPHOX MICSAUIB, Ta B OINBIIOCTI BUNAJAKIB MPOTAroM POKY. MOXYTh BUHMKHYTH Ta CIIOYaTKy
HEMOMITHO PO3BMBaTHCS CEpHO3HI KIiHi4YHI NPOABH rimoMarHiemii: BroMa, TeTaHis, Aeipii,
CYZAOMM, 3allaMOPOYEHHA Ta LUIYHOYKOBA apuTMis. [imomardiemis Moxe mpU3BECTH 10
pO3BUTKY rinmokanbliemii Ta/abo rinmokamieMmii (muB posmin «[loGiumi peakuii»). Y pasi
rinoMarHieMii (ta rinokansliemii Ta/abo rimokamiemii, acouiioBaHoi 3 rimomargiemi€ro) B
6iIbIIOCT] BMMAAKIB CTaH MNaLiEHTIB MOKpaIlyBaBCs MICI8 3aMICHOI KOpPHUIylo4oi Tteparii
npenapaTaMmyd Mardito Ta npunuHeHHs npuitomy IIII.

[MTauienTam, sxi norpebyioTh HOBroTpuBasioi Tepamii, abo nauientaM, sxi npuiimaiots ITTI1
OTHOYaCHO 3 JIUrOKCHMHOM abo mnpenapaTaMi, IO MOXYTh CHPUYMHHUTH TillOMarHiemilo
(nanpuknan, oiypeTHKH), NOTPiOHO BU3HAYATH PiBEHb MarHilo nepen rnoyarkom jikysadHs I[I1I1
Ta NMEPIOAUYHO Mif Yac JMiKyBaHHS.

Ilepenomu kicmok. [loBrorpusaine nikyBaHHs (Oinbuie 1 poky) BUCOKMMH J03aMHM iHTiGiTOpIB
IIPOTOHHO! MOMIY MOXE INOMIpHO 30iNBIIMTH PU3MK MEPESIOMY CTErHa, 3am’acTs Ta Xpebra,
NEPEBaXHO Yy MALEHTIB JITHHOro BikKy ab0 mnpuM HagBHOCTI iHWMX (aAKTOPIB PH3HKY.
CrocrepexHi JOC/IIIKEHHS BKa3ylOTh Ha Te, IO 3aCTOCYBaHHS iHriOITOpPIB HPOTOHHOI MOMIIM
Moxe 30inpmnMTH 3aranbHuil pusuk mnepesiomiB Ha 10-40%. Jleski 3 HUX MOXYTb OyTH
obymoBneHi iHmMMH ¢akTopamMu pu3nky. [lamieHTH 3 PH3UKOM pO3BMTKY OCTEOINOPO3Y
NOBHHHI OTPUMYBaTH JiKyBaHHS BIiAMOBIAHO JO [iIOYMX KJIHIYHMX pexOMeHJaliil Ta
CHOXUBATU ZOCTATHIO KUNBKICTh BiraMiny D i KaJbllilo.

Taxcki wkipni nobiuni  peaxyii. TloBimoMisanocs mpo acoliiioBaHi i3 3aCTOCYBaHHSIM
MIAHTONPA30Jy TSHKKI IIKIPHI NO6iIuHi peakuil 3 HEBIIOMOIO YaCTOTOXO BUHMKHEHHS (MB. PO3/i
«ITobiyHi peakwii»), 110 MOXYTh 3arPOXKYBATH XXUTTIO a0 MPU3BECTH AO JIETAJILHOrO HACTIAKY,
Taki K My’abTHQOpMHa epurema, cuHapoM CriBedca — JDKOHCOHA, TOKCHYHHIA
enijepManbHUl HEKPOJI3 Ta MEJMKAaMEHTO3HA peakiis 3 €03WHO(IEI0 Ta CHMCTEMHUMM
cumnromaMu (DRESS-cunnpom). Iauientis caix npoindopMyBaTi Mpo 03HaKM Ta CHMIITOMH
BHUILE3a3HAYEHUX MIKIPHUX peaklifl i peTeabHO CHOCTEpiraTh 3a CTAHOM NALIEHTIB LIOAO iX
pPO3BUTKY.  SIKIIO 3’SABJAIOTHCA O3H TA CHMHTOMH;- II0 BKa3lylOTh Ha Wi peakuil,
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3aCTOCYBaHHSl IMAHTOMpPa3ojy CliJl HerailHO NPUIOMHUTH Ta PO3TJSHYTH MOMJIMBICTB
aJIbTEPHATUBHOI'O JIIKYBaHHS.

Iliccocmpuii  wikipHuil  4ep@oHull 6osyak. 3acTOCYBaHHS IHTIOITOPIB MPOTOHHOI MOMITH
MOB’A3yI0Th i3 MAyX€ piIAKAMH BHIAAKaMH PO3BUTKY IIATOCTPOrO IUKIPHOIO YEPBOHOIO
BOBYaKa. SIKIIO BMHMKA€E ypakeHHs, OCOONMBO Ha AISSIHKAX, IO 3a3HAKOTH BIUIUBY COHAYHOIO
CBiT/NA, i LlE CYNPOBOJKYETHCSA apTPANITi€l0, NAIliEHTY HEOOXiNHO HEraiHo 3BEPHYTHCSH [0
nikapsi, SKui po3risHe HeOOXiAHiCTh NMpUNMHEHHs 3acTocyBaHHs mpenapary Koutponok®.
BHHHKHEHHS MiArOCTPOro IIKipHOTO YEPBOHOIO BOBYAKa y MALUEHTIB Mil 4ac momepenHboi
Tepamii inribiropaMH NPOTOHHOI MOMMH MOXE MNIABUIIMTA PH3UK HOTO PO3BHTKY NpH
3aCTOCYBaHHI IHIUMX iHTi6ITOPiB MPOTOHHOI MOMIIH.

Bnnue na pesynemamu nabopamoprux 0ocnioxncens.

[linsuienuit pibeHb xpomorpainy A (CgA) MOxe BIUIMBaTH Ha Pe3yibTaTH AOCHIKEHD TPH
JiarHOCTHLI HEHPOEHNOKPUHHMX myxiauH. 106 yHMKHYTM TaKoro BIUIMBY, JIiKyBaHHS
npenapatoM Koutponok® ciin TMMuacoBo mpunMHETH NpHHAMMHI 33 5 IHIB 10 MPOBEAEHHS
ouinku piBs CgA (auB. posgpin «®Papmakoaunamika»). Skwo piBai CgA Ta racTpuHy He
TMOBEPHYNMCS B Aiana3oH HOPMaJIbHUX 3HAYEHb INiCJI MOYATKOBOrO BHMIpIOBaHHS, CJif
NpPOBECTH MOBTOPHI BHUMipIOBaHHs uepe3 14 MHIB MiCNs BiAMIHM JiKyBaHHS iHriGiTOpamu
IIPOTOHHOI MIOMIIH.

Hampiu. Tlpenapat Kontponok® mictuth MeHwe 1 MMoJb Hatpito (23 Mr) Ha TabieTky, To6TO
1o cyTi € 6e3HaTpicBUM.

3acmocysanns y nepiod eazimnocmi abo 200ysars epyooio.

Bazimnicme. HasBHI [aHI 1IOAO 3aCTOCYBaHHS MAHTONPA30Jly BAriTHUM XiHKaM (MpuUOIM3HO
300-1000 nmoBinomieHs Npo pe3yIbTaTH BariTHOCTI) BKa3ylOTh Ha BiACYTHICTL eMOPIOHANBHOL
abo ero/HeoHaTanbHOI TOKCHMYHOCTI maHTOnpaszoiy. Y XoAi JOCHI/DKEHb HA TBapHHAaX
criocTepirajacs penpoAyKTHBHA TOKCHYHicTb. Sk 3amoObkuMii 3axim, ciig  yHHKaTH
3acrocyBanHs npenapaty Konrponox® BaritHum xinkam.

T'ooyeanns epyooio. JIocnifukeHHs: Ha TBapHHAX HOKA3aJId €KCKPELilo MaHTOMpas3oily B rpyaHe
Monoko. HelocTaTHhO AaHMX IMOAO €KCKpellii NaHTONMpa3oy Y rpyAHe MOJIOKO JIIOJIMHH, IPOTE
Npo  TaKy  eKCKpelil0  HOBIIOMJsUIOC. He  MoOXHa  BMKIIOYATH  PU3HK IS
HOBOHAPOIUKEHMX/HEMOBIAT.  PilleHHA n0po NpUNMHEHHS TOAYBaHHA Tpymmo abo
NPUNMHEHHs/yTPUMAaHHS Bill JlikyBaHHs npenapatoM KouTtponox® norpi6o mnpuitmatn 3
ypaxyBaHHSM KODHCTI BiJl TOAYBaHHS TpYUUO [UIS IUTHHMA | KOPHUCTi Bil JikyBaHHs
npenapatom Kontponok® ans xinkm.

Depmunvricme. I1aHTONPa30J1 HE NOPYWYBaB GEPTHIBHICTD Y AOCHIIKEHHAX HA TBAPUHAX.

30amuicme ennusamu Ha weuOKicms peaxyii npu KepysanHi agMoOmpaHcnopmom abo iHuumu
mexanizmamu. [laHtonpazon He BruMBac abo Mae AyXe HE3HAUYHHN BIUIMB HAa WIBHIKICTH
peakuii Nnpu KepyBaHHi aBTOTpaHcOpToM abo iHmMMM MexaHizmamu. HeoGxigno Gparu no
yBaru MOXJIMBUH pO3BUTOK NOOIYHMX peakllidf, TaKUX K 3alaMOpOYEHHS Ta PO3jaiud 30py
(nuB. posnin «Ilobiuni peakuii»). ¥ Takux BURNaAkax He CJif KEPYBaTH aBTOTPAHCIIOPTOM abo
NpaLIOBATH 3 IHIIUMH MEXaHi3MaMH.

Cnoci6 3acmocysanna ma 0o3u.

KonTtponok®, racrpopesuctenti Tabnerku, cnin npuiMaTi 3a | roauMHy [0 iIM WiIAMH, He
pPO3XOBYBATH Ta HE NMOAPIOHIOBATH, 3aIIMBATH BOJIOIO.

Pexomenooeane 0o3ysanns.

Hopocni ma oimu eixom 8i0 12 poxis.

CumnromariyHe JiKyBaHHs ractpoe3odareaibHol pedaroKCHOT XBOPoOH.

PexomennoBana no3a craHoButh 20 mr (1 Ttabnerka) mpenapaty Koutponox® Ha noGy.
3azBuyail CHMNTOMH nedii MHHAIOTh NpOTAroM 2-4 TIDKHIB. SIKIIO UbLOro TEpMiHY
HEJOCTaTHBO, JIKYBaHHS NPOIOBXK HACTYHHUX 4-X THXHIB. [licns 3HUKHEHHS
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CHMIITOMAaTHKH IIOBTOPHY I05BY CHMIITOMIB MOXXHa KOHTPOJIIOBAaTH, 3aCTOCOBYIOUH 3a IIOTpe6H
20 mr npenapaty 1 pa3 Ha n06y, npuitmatoun 1 tabnerky, koiu ue HeobxinHo. Ilepexia Ha
TPUBAJY TEPAMIilO CIIiJl PO3TIIAHYTH Y BUMAZAKY, KONH He 3abe3neyyeThCs 3a0BUIbHUMA KOHTPOJIb
CHUMNTOMIB MpH Tepanii 3a noTpe6oro.

Tpusane nixyBaHHs Ta npodinakTuka peuuansis pepmokc-e3odariTy.

s 10BroTpuBaoro nikyBaHHA MiATPUMYIOYa J03a ctaHoBUTh 20 Mr (1 Tabnerka) npenapary
Kourposnox® na 106y, npu 3arocTpeHHi 3axBOPIOBaHHS MOXJIMBE 361UTbIIEHHS 103 10 40 Mr Ha
noby. V Takomy BUMAaKy pekOMeHAyeTbesi npuitom Ttabnetoxk Komrpomox® 40 mr. ITicis
YCYHEHHS pEUMAMBY 103y 3HOBY MOXKHA 3MeHIIKTH 10 20 Mr npenapary Ha q00y.

Lopocni.

[IpodinakTuka BMpa3ok ILJIYHKa Ta JABaHAAUSATHNAIOI KMIIKHM, CHOPUYMHEHHMX MPHAOMOM
HECEeNIEKTHBHUX HECTEPOIIHMX npoTu3ananbHux 3acobis (HIT33) y maitieHTiB rpynu pU3uKy,
ki noBuHHi npuitMaty HI133 tpusanuii yac.

Pexomenznosaua j103a cranosuts 20 mr (1 Tabnetka) npenapaty Konrponok® na no6y.
Iopywenns @ynkyiti nevinku. Ilauientam 3 TSHKKAMHA NOPYIIEHHAMM QYHKUIH NEYiHKM HE CHiA
nepesuiyBatu 103y 20 mr (1 Tabnerka) Ha n00y.

Ilopywenns ¢ynxyii nupok. Tlanientn 3 nopymeHHAMH QYHKUiH HMPOK HE MOTPedyIOTh
KOpMI'YBaHHS JA03H.

Ilayienmu nimnvozo 6ixy He NOTPEOYIOTh KOPUT'YBaHHS 103H.

Himu. Tlpenapar He peKOMEHIYETbCA 3aCTOCOBYBATH IIiTSAM BiKOM A0 12 poKiB, OCKIJILKM JaHi
oo 6e3nexy i epeKTUBHOCTI mpenapaTy A i€l BIKOBOI KaTeropii oOMexeHi.

Ilepeoosyeanns.

CumnToMu nepeno3yBaHHs HEBIAOMI.

Ho3u 1o 240 Mr npu BHYTPilLIHBOBEHHOMY BBEAEHHI MPOTArOM 2 XBHUJIMH 100pe NepeHOCHIINCS.
OckiIbKM NMAHTOMPa30J1 EKCTEHCUBHO 3B’SA3YEThCA 3 OLIKaMH, BiH HE HAJIEXUTH A0 MpenapaTis,
ILIO JIEFKO BUBOAATHCA 32 AONOMOTOIO Jiai3y.

Y pa3i nepeno3yBaHHs 3 IIOABOIO KJIHIYHMX O3HaK IHTOKCHKALii 3aCTOCOBYIOTh
CHMMIITOMAaTHYHY Ta MiATPUMYIOUY Tepartito. PexkoMenaaniit mono crieuudivnoi tepamii Hemae.

ITobiuni peaxyii.

BunukHeHHs no6iyHMX peakuiil MoXe O4iKyBaTHCh Y O61M3bKk0 5% mawicHTis.

Hebaxani edexTn 3a 4acTOTOI0 BUHHUKHEHHS KIAaCH(QiKyIOTh 3a TAKHMH KATErOPisAMH: LYXKeE
yacto (= 1/10), yacto (> 1/100 i < 1/10), Hewacto (> 1/1000 i < 1/100), pimko (> 1/10000 i
< 1/1000), nyxe piako (< 1/10000), HeBimoMo (yacToTa HE BU3HAYEHA 32 HASBHUMHU JAHHUMH).
Jna Beix noGiuHMX peakuiif, mpo sKi MOBIAOMJIANOCKH MiJ 4aC NOCTMApKETHHIOBOrO mepioay,
HEMOXUIMBO BU3HAYHTH 4acTOTY, TOMY BOHM 3a3HaYarOThCs 3 BKa3iBKOIO «4aCTOTa HEBiZIOMay.
B Mexax koxHol kareropii uyacroru noOiuHi peakuii 3a3HayeHi B NOPSAKY 3MEHILEHHS
cepHo3HOCTi.

3 60ky kpoei ma nimghamuynoi cucmemu.

Pinko: arpanynouuros.

Hyxe pinko: nefikoneHis, TpoMOOLMTONEHIS, NRHLIUTOTEHIS.

3 boky imynnoi cucmemu.

Pinko: peakuii rinep4yT/iuBoCTi (BKJIHOYarOud aHadinakTyHi peakiii, aHagiaKTHUHMM 11IOK).
Memabonizm ma poznaou 06miny pevosun.

Pinxo: rinepninizemis i miaBuIIeHHs piBHSA NiNigiB (TpUrIiLEepUOM, XOJIECTUPON), 3MIHH Macu
TiJa.

Hesinomo: rinmoHarpieMis, rinomarsiemis (muB. po3ain «OcoGnMBOCTI 3aCTOCYBaHHs»),
rinokanbliemis', rimokaniemis'.

Icuxiuni posnaou.

Heuacto: po3nangu cHy.

/
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Pigko: nenpecis (8 TOMY 4MCIIi 3arocTpeHHs).

Hyxe piako: ne3opieHTauis (B TOMY YHCIi 3arOCTPEHHSA).

Hesinomo: ramouuHauis, CIulyTaHicTh CBiloMocTi (0COGJMBO Yy MAUiEHTIB 31 CXHIBHICTIO [0
TaKMX po3jaliB, a TAKOX 3aroCTPEHHS LMX CUMIITOMIB y pa3i iX nepeaicHyBaHHs).

3 boky Hepsogoi cucmemu.

HeyacTo: rosioBHui 6inb, 3anaMmopoveHHs.

Pigko: po3naau cmaky.

Hesimomo: mapecresis.

3 6oky opzany 30py.

Pigko: nopyieHnns 3opy/3aTyMaHeHHS 30DYy.

3 6oxy mpasnozo mpaxmy.

Yacto: noninu 3 GyHIansHuX 3103 (10OPOAKICHI).

Heuacro: nmiapes, HynoTa, 6;moBaHHS, 30yTTS XKHUBOTA, 3aM0pP, CYXiCTh Y POTI, abaoMiHanbHui
Oi1b i muckoMdopT.

HeBiomo: MiKpoCKOmiuH#ME KOJIIT.

3 6oky cenamobiniapnoi cucmemu.

Heuwacto: nigBuiLeHHS piBHA NEYiHKOBUX (epMeHTIB (TpaHcamiHaz, y-I'T).

Piaxo: niaBuineHHs piBHSA OinipyOiny.

HeBinoMo: ypaxeHHS renarolMTiB, )KOBTSAHHIIS, FenaToLETIONIApHa HEIOCTATHICTh.

3 60oky wkipu ma niOWKIpHUX MKAHUH.

Heuwacro: mikipHi BUCHIIaHHS, €K3aHTEMA, CBEPOiX.

Piaxo: KponuB’sHKa, aHTIOHEBPOTHUHHU I HaOPAK.

Hesinomo: cunapom CriBenca—/Dxouncona, cunapom Jlaitesna (TOKCHYHME emigepManbHUi
HEKpOJIi3), peakilisi Ha JiKapchKUil 3aci0 3 e03uMHOQLNiEcl0 Ta CHCTEMHHMM CHMIITOMAamu
(DRESS), mynsTudopmua epurema, GOTOUYTIMBICTD, MIATOCTPHI MIKipHHUH YEPBOHMIT BOBYAK
(muB. po3ain «Oco6aMBOCTI 3aCTOCYBaHHA»).

3 boky xicmx060-M 1306801 cucmemu ma CRONYYHOT MKAHUHU.

Heuacro: nepenomu crerua, 3am’acts, xpedra (auB. po3aisl «OcoO6IMBOCTI 3aCTOCYBaHHSI»).
Pinxo: apTpanris, Mianris.

Hesinomo: cnasm m’a3ip?.

3 6oky Hupox ma cevo8udinbHOI cucmemu.

HeBizomo: Tty6ynointepcruuiansHuii  HedpuT (3 MOXJIIMBAM pO3BUTKOM  HHPKOBOI
HEJIOCTaTHOCTI).

3 60ky penpodykmueHoi cucmemu ma MONOYHUX 3GN03.

Pigko: rinekomacTis.

3aeanvni poznaou.

Heuvacro: acTeHisi, BToMa, HE31y)>KaHHS.

Pigxo: nmifBUnIeHHs TeMnepaTypH Tija, nepudepuyti HabpsKu.

! Iinokansuiemis Ta/abo rinokaniemisa MOXyTh 6yTH MOB’A3aHi 3 BHHHKHEHHAM Trinomariemii (aus. po3ain

«Oco6NMBOCTI 3aCTOCYBAHHAY).
2 Cna3sm M’s13iB sk HAC/ifOK NOpylieHHs 6anaHcy enekTpoiTiB.

llogidomnenns npo nidospiosani nobiuni peaxyii

[ToBimomneHHs npo mobiyHi peakuii Mmicas peectpanii JiKapchbKoro 3aco0y Mae BaXJIMBE
3HaueHHs. lle nae 3Mory npoBOOMTH MOHITOPMHI CHiBBIJHOLIEHHS KOPHCTH/PU3UK [pH
3aCTOCYBaHHi LLOro Jikapcbkoro 3acoby. Menuunum Ta (apMaueBTHYHMM MpaliBHHKaM, a
TaKOX nauieHTaM abo IXHiM 3aKOHHMM MpPEACTaBHUKAaM CJiJl MOBIAOMIIATH IPO yCi BHIAIKH
Nio3pioBaHUX NOOIYHMX peakuii Ta BIACYTHOCTI e€(heKTHBHOCTI Jiikapchkoro 3acoby uepes
aBTOMaTU30BaHy iHdopMaliitHy cuctemy 3 hapmakonarnsaay (https://aisf.dec.gov.ua).

Tepmin npuoamnocmi. 3 poku.

Ymosu 36epiranns. He notpebye cneuianbuux yMOB 30epiranns. 36epiratd y HelOCTYITHOMY
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1ot fiteit micui!
¥nakoska. ITo 14 tabnerok y 6micrepi; no 1 Guicrepy y kapToHHiii kopoGui.
Kareropin Bianmycky. 3a peuentom.

Bupobuuk. Takena 'M6X, micue Bupobuuursa Opaunieubypr, Himeuyunna / Takeda GmbH
Betriebsstitte Oranienburg, Germany.

Micuesnaxomsxennss BHpPOOHMKa Ta WOro ajgpeca Micusi NpOBAaKEHHN AifANLHOCTI.

Jleninmrpacce 70-98, 16515, OpanienOypr, Himeuyuuna / Lehnitzstrasse 70-98, 16515,
Oranienburg, Germany.

JlaTa ocTaHHLOrO neperisay. % ? /IQ , MM
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