THCTPYKIIA

IJIs1 MEIUYHOT 0 3aCTOCYBaHHsI JIiKapChbKOro 3acody

MOBAJIIC®

(Movalis®)
CKnao:
ditoua peuosuHa: 1 tabneTka MiCTUTh MeJIOKCHKaMy 7,5 Mr a6o 15 Mr;

0ONOMIdCHI peyoBUHU: HATPilO IUTPAT, TAaKTO3U MOHOTIIpAT, 1IeJII0JI03a MiKPOKPUCTaIidYHa, MMOBIiOH,
KPEMHiI0 MioKCH[ KONOigHMM 6e3BOMHUM, KPOCIIOBIIOH, MarHilo cTeapar.

JIikapcbka ¢opma. TabreTku.

OcHosHi (izuko-ximiuHi 81acmugocmi: Kpyrili TabJIETKY Bif acTeIbHO-KOBTOTO 10 TUMOHHO-
JKOBTOTO KOJIbOPY. 3 OGHOT0 OOKY OIYKIIi, 31 CKOIIEHUMU KpasMH Ta MapKyBaHHSIM CHMBOJLY
KoMIaHii. 3 iHmoro 60Ky 3 JIiHi€0 pO37I0My HaBIIiN Ta KomoM. [ToBepxHs TabmeTKu Moxe OyTU 37€eTKa
IIEePIIaBOIO.

Tabmetku MOBAJIIC mmo 7,5 Mr: miHis po37oMy npu3HadeHa JIUIle OJIs MoJermeHHs Po3jlaMyBaHHs
[JIS1 Kpallloro KOBTaHHS Ta He CJIyXKUTh [JId IOy Ha PiBHI A03H.

Tabmetku MOBAJIIC mmo 15 Mr: Ta6eTKy MOXKHa IIOAITUTYA Ha PiBHI H03WH.

dapMakoTepaneBTHYHA I'pymna.
HecTtepoigui mpoTu3amnanbHi MpenapaT Ta MIPOTHPEBMaTHYHI 3aco0u. OKCHKAMH.

Koxm ATX MO1A C06.

Papmakono2iuHi e1acmusocmi.
®apmakoOuHamika.

Mogauic - e HecTepoigHui npoTulananbauy npenapat (HII3II) knacy okcukaMiB, 10 Ma€e
MIpOTU3aNanbHUM, aHANTETUYHUY Ta aHTUIIIPETUYHUYN e(PeKTH.

MernokcukaM BUSIBUB BUCOKY IIpOTHU3alalibHy aKTUBHICTh Ha CTaHAAPTHUX MOJeJIAX 3analeHHd. K i
g immumx HIT3TT, fioro TOUHME MeXaHi3M [il 3auiinaeThcsa HeBinoMuM. OOHAK € 3arajibHul
MexaHi3M po3BUTKY A Bcix HII3II (Bkiodaioyy MeJIOKCUKaM): IPUTHiYeHHS 610CHHTe3y
IIpOCTarjlaHAWHIB, SKi € MefiaTopaMu 3alajieHHs.

dapmakoKiHemuka.



Abcopbuisn. MemokcukaM m1o6pe abcopOyeThCS 3i MITYHKOBO-KUIITKOBOTO TPAKTY, MpH
IepopajbHOMY 3aCTOCYBaHHi (Karcynu) abcontoTHa 6iogoCcTymHiCTh penapaTy cTaHoBUTH 90 %.
TabmeTKH, cycneH3is OJis mepopasibHOr0 3aCTOCYBaHHS Ta KaIlCy/IM IoKa3anu 6i0eKBiBalleHTHICTb.

[Ticns pa30BOro 3aCTOCYBaHHSA MEJIOKCAKaMy MaKCUMaJlbHa KOHLIEHTpallid y I1J1a3Mi KPOBl
[OCATA€EThCS MIPOTATOM 5-6 TOAMH [AJIS TBEPHAUX ITepopaibHUX popM (Kamcynu i TabneTkn).

[Tpu 6araTopa3oBoMy [103yBaHHi cTabinbHi KOHIIEHTpAallil flocsAraloThca Ha 3-5 moby. Jo3yBaHHs 1 pa3
Ha 700y MPU3BOAUTE 0 CePefHbOl KOHIIEHTPAIlil ¥ IJIla3Mi KPOBi 3 BiTHOCHO MaIuMU KOJIMBaHHIMU
mikiB: y mexax 0,4-1,0 mxr/mn st 7,5 mr ta 0,8-2,0 Mxr/mn ans 15 mr BignosigHO (C 1 Coue ¥
cTabiTbHOMY CTaHi BiNOBIAHO).

CepepnHi miKOBi KOHIIEHTpallil MEJIOKCUKaMy B IJTa3Mi B piBHOBaXKHOMY CTaHi JOCSATAIOThCS
yepe3 5-6 TOAMH BiAMOBIAHO MPX KOT0O 3aCTOCYBaHHI B JTiKapChKil ¢hopMi TabeToK, Kamcy i
CyCIeH3il [i7is TepopanbHOTo 3aCcTOCyBaHHSA. [1il Yac Oe3mepepBHOTO TiKyBaHHS MIPOTIATOM
nepioxiB OinbIlle OMHOTO POKY KOHIIEHTPAIlil B MJIa3Mi KPOBi € MOPIBHIHHUMU 3 TUMH, 1110
CIIOCTepiranaucs B piBHOBaXXHOMY CTaHi Ha IOYATKY JIiKyBaHHS. AGCOpPOIIist mepopanbHOro
MEJIOKCUKaMy He 3MIHIOETHCS Ipu l'IpI/II7IOMi 3 Ixem abo OOHO4YACHO 3 MiHepaHBHI/IMI/I aHTallugJaMU.

Po3nodin. MeJoOKCHUKaM [yKe CUJIbHO 3B’SI3YETHCS 3 OiTKaMu I71a3MU KPOBi, TOJTOBHUM YMHOM
3 anpbyMminoM (99 %). MenokcukaM IIPOHUKAE B CHHOBIaNIbHY PiUHY, KOHIIEHTpAlis B IKill y
TIOJIOBMHY MEHIIIa, HiXK Yy m1a3mi KpoBi. O0’eM pPo3Mofiny HU3bKUi, y cepegubomy 11 11 micns
BHYTPIITHLOM 5130BOT'0 @00 BHYTPIIlTHEOBEHHOTO 3aCTOCYBAHHS, i TOKa3ye iHAUBiTyabHi
BiIxuJIeHHA B MexkaXx 7-20 %. O6’eM po3mominy micist 3aCTOCyBaHHS 6araTopa3oBUX MEePOPaTbHUX

o3 MeJlIoKcuKamy (Big 7,5 mo 15 mr) ctaHoBuTh 16 11 3 KoedillieHTOM BimxuneHHs y Mexax Bim 11 %
0o 32 %.

BiompaHcgopmauisn. MenokcUKaM IMiIiara€ eKCTeHCUBHIN OioTpaHcdhopMaliil y nediHiii.

Y ceui Oyno ineHTH(IKOBAaHO YOTUPH Pi3HUX MeTabO0IITH MeTOKCUKaMYy, 110 € (papMaKogUHAMIYHO
HeaKTUBHUMHU. OCHOBHUYM MeTabomiT 5’-KapbokcumesnokcukaM (60 % mo3u) GopMyeThCs MIIIXOM
OKHCJIeHHS IPOMiKHOT'0 MeTaboliTy 5’ -TifpOKCHMETUIMEIOKCUKaMY, III0 TaKOXK BUTINAETHCS
MeHII010 Mipoto (9 % mo3u). JocimKeHHs in vitro npunyckaioTs, mo CYP 2C9 Bimirpae BaxXIuBy
porb y mporieci Metabomniamy, Tomi sk isodhepment CYP 3A4 copusie IboMy MEHIIIOH Mipoio.
AKTHBHICTb ITePOKCH/IA3H y MAlliEHTiB, MOXKJIMBO, BiIMIOBigabHa 3a ABA iHIIKUX MeTa0OIiTH,
SIKi CTaHOBIIATE 16 % Ta 4 % mpu3Ha4YeHol 03U BiAIIOBITHO.

Eniminauisn. BuBeoeHHS MeIOKCUKaMy Bii0OyBa€eTLCS B OCHOBHOMY y (opMi MeTabomiTiB y
PiBHUX YacTHHaX 3 cedyero Ta KanoM. MeHie 5 % mo60B01 1031 BUMINSIETHCSA ¥ HE3MIHEHOMY
CTaHi 3 KaJIoM, He3HayHa KIJIbKiCTh BUOIISIETHCS 3 ceuero. [lepion HamiBBUBEOEeHHS
3MIHIOETHCA Bif 13 A0 25 rOAMH micis mepopaabHOT0, BHYTPIIIHEOM 30BOTO Ta
BHYTPIIITHLOBEHHOT'0 3aCTOCYBaHHs. [171a3MOBUY KITipeHC CTAHOBUTD OIH3BKO 7-12 MII/XB ITiCIIS
Pa30Boi ITepopaIbHOI 1031, BHYTPIIITHEOBEHHOTO a00 PEKTaIbHOT0 3aCTOCYBaHHS.

JIinitinicmb do3u. MeJIOKCHKaM IPOSIBJIsiE JIiHiHHY (apMaKOKiHETHKY y MeXKaxX TepalneBTHYHOI 103H Bim 7,5 mMr
oo 15 Mr micjisi nepopajbHOro Ta BHYTPilTHHOM SI30BOT0 3aCTOCYBaHHSI.

Ocob.uei 2pynu xeopux.

ITayieHmu 3 ne4iHK0B0W/HUPKOB0o Hedocmamuicmio. [IediHKOBa Ta HUPKOBA HENOCTAaTHICTh, Bif



JIETKOTO [0 TIOMipPHOTO CTYTEHS, CYTTEBO HE BIJINBAIOTh Ha (papMaKOKiHETHKY MEJTIOKCUKaMYy.
[TalieHTy 3 MOMipHUM CTyIIEHEM HUPKOBOI HEJIOCTATHOCTI Ma/Iu 3HAYHO BUIIUY 3arajbHUM
KJlipeHC. 3HUXKEeHe 3B’A3yBaHHs 3 OilKaMu nja3Mu KPOBi CIIOCTepiranocs y malli€eHTiB 3
TepPMiHaIbHOK HUPKOBOIO HEOCTATHICTIO. [Ipu TepMiHanbHi HUPKOBiM HEJOCTATHOCTI
30inbIeHHs 00’eMy PO3MOiny MoXKe IPU3BECTH [0 30iMbIIeH s KOHIIEHTPallil BiIbHOTO
MeJIoKCcuKaMy (muB. po3pinu «Crocib 3acTocyBaHHS Ta 0o3u» Ta «[IpoTUIIOKa3aHHA»).

[Tayienmu aimHbo20 8iKy. Y TAIiEHTIB JIITHHOTO BiKYy YOJIOBI4Ol CTaTi cepenHi
(dhapMaKoKiHETUYHI TapaMeTpH MOAiOHI 10 TaKUX ¥ MOJIOAUX HOOPOBOJIBIIIB YOI0BidOl cTaTi. Y
MAIiEHTIB JIITHBOTO BiKY KiHOYO1 cTaTi 3Ha4eHHs AUC BHII i mepiof HalliBBUBEIEHHS
MOBILIKY TMOPIBHSAHO 3 TAKUMHU Y MOJIOOUX J0OPOBOJIBIIB 000X cTaTel. CepenHilt KiipeHc miaa3Mu
y PiBHOBaXXHOMY CTaHi ¥ IallieHTiB TITHROTO BiKy OyB TPOXY HUKYUH, HiXK y MOJIOAUX JOOPOBOJIBIIIB
(ouB. po3min «Crmocib 3acToCcyBaHHS Ta HO3U»).

KrinigHi XxapaKTepHCTHKH.

Iloka3zanus.

KopoTkoTprBase cuMnToOMaTU4He JIIKyBaHHS 3arOCTPEHHS 0CTE0apTPOo3y.

IloBroTprBaje CUMITOMATAYHE JIiKyBaHHS PEBMATOIAHOTO apTPUTY Ta aHKiJIO3UBHOTO CIIOHOUIIITY.

MOBAJIIC, TabneTku, MoKa3aHUM AJIS JTiKyBaHHS JOPOCIUX Ta AiTei BikoM crapiile 16 pokis.

IIpomunoka3aHHs.
- TinepuyTnuBicTh [0 [i040l peyoBUHU ab0 [0 iHIINX CKIagoBUX JIIKapChKOI0 3aco0y;

- TimepyYyTJUBICTH OO0 aKTMBHUX PEUOBHH 3 MOAIOHOIO [Ii€l0, TAKUX SIK HECTEPOIgHI mpoTU3amaibHi
mikapchKi 3acobu (HIT3II), acmipun. MemokcuKaM He CJIiff Tpu3HaydaTy NallieHTaM, y IKUX BUHUKaIK
CHMIITOMH aCTMU, HOCOBI IIOJIiNY, aHTiOHEBPOTUYHUY HaOpAK ab0 KPOMUB'SHKA IiCII IPUHOMY
acnipuny uu inmux HIT3IT;

- III TpuMecTp BariTHOCTI (AXB. PO3HiN «3acTOCYyBaHHS y IePiof BariTHOCTi abo TogyBaHHS
TPYARI0»);

- mitu BikoM 10 16 pOKiB;

- IIJTYHKOBO-KHIIKOBa KpoBoTeda abo mepdopallisi, mos’g3aHa 3 nonepegHboo teparmieto HIT3IT B
aHaMHe3i;

- aKTuBHa abo0 pelxOuByI0Ya IeNTHYHA BUPa3Ka/KpoBoTeda B aHaMHe3i (gBa abo GinbIle 0KpeMux
migTBepAXKEeHUX BUNAJKH BUPa3Ku a00 KPOBOTEYI);

- TsIXKKa IIe4iHKOBA HeOCTATHICTE;
- TsXKKa HAPKOBa HEJOCTaTHICTh 0€3 3aCTOCYBaHHS [iai3y;

- IIJTYHKOBO-KHIIIKOBa KPOBOTeYa, llepebpoBacKysipHa KpoBoTeda B aHaMHe3i a0o iHImi



IIOpPYIIEeHHS 3TOPTaHHS KPOBi;
- TsXKKa ceplieBa HEOCTaTHICTE;

- JIiKyBaHHS IlepionepaliiiiHoro 0010 pyu KopoHapHOMY uryHTyBaHHi (KIII).

B3aemodisn 3 iHwuMu nikapcobkumu 3acodamu ma iHwi eudu e3aemoditi.
Pusuku, nog’a3aHi 3 2inepkaaiemiero

Iesiki mikapchKi 3acobu abo TepaneBTUYHI TPy MOXKYTb CIIPUSITH TinmepKasiemii: Kasiesi coi,
Kajii3bepiraioyui giypeTuku, iHri6iTopu aHTioOTEH3UHIIEPETBOPIOBANILHOTO (hepMeHTy (AIID),
aHTaATOHICTH PeleNnTopiB aHTioTeH3UHY 11, HecTepoigHi mpoTU3amanbHi IpenapaTy,
(HU3BKOMOJIEKYISIpHi a00 HedpakiioHOBaHi) remapuHy, HUKIOCIOPUH, TAKPOIIMYC i TPUMETOIPUM.

[ToyaTtok rimepkamnieMii MoxKe 3a7exkaTH Bif TOTO, UM € TIOB’SI3aHi 3 HEI0 YNHHUKU. PU3UK MOSBU
rinepkarieMil 3pocTae y pasi, SKII0 BUllle3rafiaHi TiKapCchKi 3aco0M 3aCTOCOBYBATH CYIYTHHO 3
MeJIOKCUKaMOM.

dapmakoOuHamiyHi 83aemo0ii.

IHwi HecmepoioHi npomu3anaavHi npenapamu (HII3I1) ma ayemusacaniyunosa kucaoma. He
pekomMeHayeThcst KombiHatis 3 inmmmu HIT3IT (quB. po3min «Oco6IuBOCTI 3aCTOCYBaHHS»),
BKJ/TIOUAIOYH alleTUJICAJIILKAIIOBY KMUCIOTY B mo3ax = 500 Mr 3a oguH mpuiioMm abo = 3 r 3araibHoi
0o00BOI HO3U.

Kopmukocmepoiou (Hanpukaad eawokokopmukoiou). OgHOYaCcHe 3aCTOCYBaHHA 3
KOPTHUKOCTepoimamMu moTpebye 006epekHOCTI yepe3 migBUIEHUN PU3UK KPOBOTEUi ab0 mOsIBU
BHPA30K y IITYHKOBO-KUIITKOBOMY TPAKTI.

AHmukoazyaaHmu abo eenapuH. 3HaYHO MiABUIYETHCS PU3UK KPOBOTEY BHACIINOK IPUTHIYEHHS
GyHKIIIT TPOMOOIMTIB Ta MOIIKOMXKEHHS racTPoAyoaeHanbHol cnu30Boi o6ononku. HIT3IT MoXyTh
IIOCUTIOBaTH e(eKTH aHTUKOATy/ISHTIB, TaKUX K BapbapuH (OuB. po3min «OcobnuBoCTi
3acTocyBaHHS»). He pekoMeHOyeThcsa ogHO4YacHe 3acTocyBaHHs HII3II Ta aHTHKOATrYNIIHTIB a60
relnapuHy B repiaTpuyHii MpakKTHUlli abo B TEpaneBTUYHUX [03aX (AuB. po3min «Ocob6auBOCTi
3aCTOCYBaHHS»).

B iHIMX BUMaikax (HaIpUKIIa, Ipy MpodinakKTUYHUX 003aX) 3aCTOCYBaHHS TellapuHy
moTpiOHa 00epeXHICTh Yepe3 MiIBUINIeHNN pU3UK KPpoBoTed. HeoOXimHuM peTenbHui
KOHTPOJIb MHB (MixKHapogHOr0 HOPMaIi30BaHOTO BiIHOIIEHHS), SKII0 HEMOXKJIABO
YHUKHYTHU Takol KoMOiHaIlil.

TpomboaimuuHi ma npomuazpezauitiHi Aikapcvki 3acobu. TTigBuIeHN PU3UK KPOBOTEY BHACIIIOK
npurHidveHHs QyHKIII TpPOMOOIUTIB Ta MOIIKOAXKEHHS raCcTPOAYOieHaTbHOI CI1M30B01 000IOHKH.

CesnexmueHi iH2ibimopu 380p0mMH020 3axonsieHHsa cepomoHiHy (CI33C). [ligBureHuit pusuk
IIIJTYHKOBO-KUIIIKOBOI KPOBOTEYi.

Hiypemuxu, iHei6imopu AII® ma anmazoHicmu aHziomer3uny II. HII311 MOXyTbh 3HUXKYBaTH
edekT miypeTHKiB Ta iHIIMX aHTUTITEPTEH3UBHUX JTIKAPChKUX 3ac00iB. Y mesKuX MallieHTiB 3



OPYIIEeHHAM QYHKIII HUPOK (HampuKIap MallieHTH 3 JeTifpaTalieio abo malieHTH JiTHbOTO
BiKy 3 IOpPYIIEHHAM (QYHKIIil HUPOK) OGHOYaCHEe 3acTOoCyBaHHS iHTri0OiTOpiB AII® abo
aHTaroHicTiB aHrioTeH3unHy II Ta nMkKapcekux 3aco6iB, 110 TPUTHIYYIOTE IIUKIIOOKCUTEHA3Y,
MOZKe IIPU3BECTHU [0 IOMaIbIIOr0 MOTipIIeHHS (PYHKIIil HUPOK, BKITI0Yal09y MOXKIIUBY TOCTPY
HUPKOBY HEOCTATHICTB, ITI0 3a3BUYal € 000poTHOI0. ToMy KOMOiHallif0 CITifT 3aCTOCOBYBAaTH 3
00epexHiCTI0, 0COONMMUBO MallieHTaM JIiTHBOTO BiKy. [lallieHTaM HeOOXiTHO OTPUMYyBaTH
ajJleKBaTHY KilbKiCTh PiAWHHU, a TAKOXK CIIiJl KOHTPOJIIOBATU HUPKOBY (DYHKIIIO MiCIS MOYaTKy
cyMmicHOI Teparii Ta nepioguyHo Hafgami (TuB. po3din «OcobIMBOCTI 3aCTOCYBAHHS»).

IHwi aHmuezinepmeH3ueHi aikapcvki 3acobu (Hanpukaad 6ema-adpeHoba0kamopu). K i gns
HUXXK4e3a3HauyeHUX JIiKapChKUX 3ac00iB, MOXKJIIMBE 3HUKEHHS aHTUTIIePTEH3UBHOTO0 eeKTy OeTa-
6;10KaTopiB (BHACTIMOK MPUTHIYEHHS IPOCTAaTIaHAKWHIB i3 CyAMHOPO3IINPIOBAILHUM e(heKTOM).

IH2i6imopu KaabuuHespuHy (Hanpukaad yuka0CnopuH, makpoaimyc). HehpoTokCcuuHiCTh iHTiGiTOPIB
KabIIMHEeBPUHY Moxke nocumoBaTucsa HIT3II BHacmigok menianii eeKTiB HUPKOBUX
npocTarnaHguHiB. I1ig yac nikyBaHHS CJIii KOHTPOJIIOBAaTA HUPKOBY (QyHKIII0. PeKOMeHOOBaHUMI
peTenbHUN KOHTPOIb QPYHKIII HUPOK, 0COONIMBO Y MAIliEHTIB JTITHLOTO BiKY.

Iepepacipokc.

CymnyTHE 3aCTOCyBaHHSA MEJIOKCHKaMy i JedepacipokCy MOXKe MigBALIATYA PU3UK IIJTyHKOBO-
KHUIITKOBUX MOOiYHUX peakilii. Crif BUABIATH 00epeXKHiCTh IPU KOMOiHyBaHHI ITUX
JiKapChKUX 3aco0iB.

dapmakoKiHemuyHa 83aemMo0isi: 8NAUB ME/A0KCUKAMY HA papMAKOKIHEMUKY IHWUX AIKapCbKux
3acobis.

JIimii. € gani mopgo HIT3II, siKi migBUIy0Th piBeHb KOHIIEHTPALIIl JTiTii0 y ma3Mi KpoBi (BHACIITOK
3HUKEHHS HAPKOBOI €KCKpEIil JIiTii0), 1[0 MOXKe JOCATHYTH TOKCUYHUX BenuuyrH. OgHOYaCcHe
3actocyBaHH jiTito Ta HII3IT He pekoMeHmoBaHO. fAKIo KoMOiHOBaHa Teparis HeoOxifHa, Cin
peTenbHO KOHTPOJIIOBATH BMICT JIiTiI0 y IJ1a3Mi KPOBi Ha IIOYATKY JIiKyBaHHS, MpH Migdopi mo3u Ta
IIpU IPUNMHEHH] JIIKyBaHHS MEJIOKCUKaMOM.

Memompexcam. HIT3I1 MOXKyTb 3MeHIIIyBaTH TYOyISIPHY CEKpPEIlil0 METOTPEKCaTy, TUM CaMUM
IiABUINYIOYN KOHIIEHTPAIIil0 0T0 y I1a3Mi KpoBi. 3 Ifi€el TPpUYMHN He PEKOMEHAYETLCS CYIyTHBO
3actocoByBaTu HII3II nanieHTam, AKi IpUUMAaIOTh BUCOKY O3y MEeTOTpeKcaTy (IIoHan

15 mr/Tuxmens) (muB. po3min «OcoOIMBOCTI 3aCTOCYBaHHSA»). Pu3uk B3aemopii HIT3IT i meToTpekcarty
CJIifi BpaxOByBaTU TAKOXK IMallileHTaM 3 HU3bKOI 03010 MEeTOTPEKCaTy, 30KpeMa IallieHTaM 3
nopyiieHoo QyHKIT€I0 HUPOK. Y pasi, Konu notpibHe koMmOiHOBaHe TiKyBaHHS, HEOOXiTHO
KOHTPOJTIOBATH ITOKa3HMKHU aHasi3y KpoBi Ta QyHKIll HUPOK. Ciif goTpuMyBaTucs 00epekHOCTi,
konu npurioM HII3II i MeToTpekcaTy TpuBae 3 OHI IIOCIiNIb, OCKIIBKY IIJTa3MOBUY PiBEHb
MEeTOTPeKCaTy MOXKe IIBUIIUTUCS Ta ITOCUIUTH TOKCUYHICTh. X04a papMaKOKiHETHKA METOTPEKCATy
(15 mr/TuKpeHb) He 3a3Halla BIUIMBY CYIIYTHBHOTO JIIKyBaHHSI MEIOKCUKaMOM, CIIifi BBaXKaTH, 110
remMaToJIoTiYHa TOKCUYHICTh METOTPEeKCcaTy MoxKe 3pocTtaTu npu nikyBanHi HII3I1 (guB. indopmMmariiiio,
HaBefeHy Bullle) (IuB. po3nin «I1o6iyHi peakirii»).

ITemempekced. [1pu cymyTHbOMY 3aCTOCYBaHHI MeJIOKCHUKaMy 3 ITeMeTpPeKCeloM IMallieHTaM 3
KJIIpEHCOM KpeaTHuHiHy Bif 45 10 79 M/XB IPUIOM MeJIOKCUKaMy CJIifi IPU3yIUHUATH Ha 5 JHIB [0
BBe[IeHHS IIeMeTpeKCceNy, B IeHb BBeNeHHS, i Ha 2 mHi micis BBegeHHS. AKIio KoMOiHalis
MeJIOKCUKaMy 3 IleMeTpeKCcenoM HeoOXifHa, NalieHTiB He0OXigHO peTeIbHO KOHTPOJIIOBaTH, 0COOIUBO
II0MI0 TIOSIBM Mi€JTOCYIPECil Ta IIJTYHKOBO-KUIITKOBUX MOOIYHUX peakwii. [Is malieHTiB 3 TAXKKOIO



HUPKOBOIO HEIOCTATHICTIO (KJIipeHC KpeaTHUHiIHY HUXK4e 45 MJI/XB) CYIIyTHE 3aCTOCyBaHHS
MeJIOKCUKaMy 3 IIeMeTPEeKCEeNOM He PEKOMEHIYETHCH.

II71s1 maIfieHTiB 3 HOPMaJbHOIO (QYHKITIEI0 HUPOK (KJTipeHC KpeaTuHiHy = 80 mi/xB), mo3u 15
MTI' MeJIOKCUKaMy MOXKYTh 3MEHIIUTH eJliMiHallilo IeMeTpeKceny, a, 0TXxe, 30iIbUInTH
YaCTOTY BUHUKHEHHS IOOIYHUX peakIlili, moB s3aHuX 3 meMeTpeKkcemnoM. TakuM YMHOM, CITifl
BUSBJIATH 00€PEXKHICTh IPU IPU3HAUeHHi 15 MI MeJI0KCHKaMy OOHOYACHO 3 IEMEeTPEKCenoM
[JIS TIAIiEHTIB 3 HOPMAaJIbHOIO (QYHKIII€I0 HUPOK (K/IipeHC KpeaTuHiHy = 80 M1 / XB).

dapmakoKiHemu4Ha 83aemo0is: 8nau8 iHWUX AiKapcbKux 3acobie Ha (papmakokiHemuky
MeI0KcuKamy.

XosecmupamiH. X0neCTAPaMiH IIPUCKOPIOE BUBEEHHS MEJIOKCUKaMy BHACIIIOK MOPYIIEHHS
BHYTPIIIHbOIIEYiHKOBOI IIUPKYJISAIil, TOMY KJIipeHC MeJIOKCHKaMy migBuiyeTbcs Ha 50 % i
nepion HamiBBUBENEHHS 3HUXKYEThCA 00 13+3 roguH. g B3aeMofia € KIIIHIYHO 3HAUYIIOH0.

dapmakoKiHemuyHa 83aemo0isi: 8naue KoMOiHauii Mes10KCuUKamy ma iHwux AikapcbKux 3acobie Ha
(hapmakokiHemuky.

ITepopanavHi aHmudiabemuyHi 3acobu (noxioHi cyab(oHinceuo8UHU, HAME2iHIO)

MenokcukaM MalKe MMOBHICTIO BUBOOUTHCS 3a PAXYHOK MeTabo0J1i3My B MeYiHIli, TKUU
npubOIM3HO Ha OBi TPETUHU OMOCEPENKOBaHUY hepMeHTaMu IUTOXpoMy (CYP) P450 (ocHOBHUI
misax CYP 2C9 ta ponomixuuii mngx CYP 3A4) i Ha ofHY TPEeTUHY - IHIIMMHU IIJIIXaMU, HallpUKIIag,
IIJISTXOM TIEPOKCUOA3HOT0 OKKUCHIeHHs. Crim OpaTu Io yBaru MOXKJIHBICTh hapMaKOKiHETUYHUX
B3a€EMO[Iill TPY OMHOYACHOMY BBEIEHHI MeJIOKCUKaMYy i TiKapChbKux 3aco0iB, sIKi IBHO IPUTHIYYIOTh
a6o metabomnizytotecst CYP 2C9 Ta/a6o CYP 3A4. B3aemoqii, onocepenkoBaHoi CYP 2C9, moxHa
ouikyBaTH B KOMOiHaIlil 3 TaKUMU JTiKapChKUMU 3acobaMu, K IepopasibHi aHTuAia0eTHYHI 3aco0u
(moxigHi cynmb(dOHIICEYOBUHM, HATETIIHIM); 15T B3a€EMOIisi MOXKe IIPU3BECTH A0 IMiIBUIIEHHS PiBHS LUX
3aco0iB i MenoKcHKaMy B Ija3Mi KpoBi. CTaH malieHTiB, sSIKi IpUAMalOTh MeJIOKCUKaM Ta MperapaTH
cynbdoHincevoBrHU ab0 HATETITiHIf, CIIil peTeIbHO KOHTPOJIIOBATH 100 PO3BUTKY TiMormikeMmil.

He BusiBneHo KniHiYHO 3HaUyI[0l (hpapMaKOKiHETUYHOI B3a€MOZI1 IPU OGHOYACHOMY IIPUUOMI 3
aHTaUUgaMy, UUMETUIUHOM Ta OUTOKCUHOM.

Iitu

HocnimKeHHS B3aEMOIil TPOBOAMINCS TiIbKU 3@ y4acCTiO JOPOCTIHUX.

Oco6.1ueocmi 3acmocyeaHHsi.

[ToGiuHi peakiril MoKHa MiHiMi3yBaTU LIIISIXOM 3aCTOCYBaHHS HaliMeHIIO1 e(eKTHBHOI 103U
IIPOTSITOM HAaUKOPOTIIIOl TPUBAJIOCTI NTiKyBaHHS, HEOOXiMHOI 71T KOHTPOJII0 CUMIITOMIB (IUB.
po3pain «Crocib 3acToCcyBaHHS Ta [03W» Ta iHGOPMallilo 100 IITYHKOBO-KUIIKOBUX Ta
CepLEeBO-CyIUHHUX PU3UKIB HUXKYE).



PekoMeHOBaHy MaKCUMaJlbHYy 0000BY 003y He MOXKHA ITePEBUILYBATH Y BUIAAKY
HEeI0CTaTHbOT'0 TEPANEBTUYHOI0 eEKTY, TAKOXK He CIIif 3aCcTOCOBYBaTH HomaTkoBo HII3II,
TOMY 110 Lie MOXKe ITiABUILIUTHA TOKCUYHICTh, TOA1 K TepalleBTUUHI TepeBaru He JOBEeOeHi.
Cnipg yHMKaTy OGHOYACHOI0 3aCTOCyBaHHS MejloKcukaMy 3 HII3II, BKIouaro4u CeTeKTUBHI
iHTi6iTOPY LMKIIOOKCUTEHA3U-2.

MenokcukaM He MigXOAUTH AJIS JTiIKyBaHHS Malli€eHTIB, 10 MOTPeOYIOTh MOIETIIEHHS TOCTPOTO
6oro.

Y pa3si BiACYTHOCTI OKpAaIllaHH MMICJIA OEeKUJIbKOX OHIB KIIIHIYHY KOPUCTH JIIKYBaHHS CJIif
IIOBTOPHO OL[IHUTH.

Crnip 3BepHYTH yBary Ha e3oarit, racTpuT Ta/abo menTUYHY BUPa3Ky B aHaMHe3i 3 MeTOI0
3abe3meyveHHs iX MTOBHOTO JIiIKyBaHHS Iepel I0YaTKOM Teparii MejijokcukamoM. Crif
PErynsapHO MPOSBIIATH yBary II0A0 MOXKIIMBOTO MPOSIBY PELUANBY y Malli€eHTiB, IKi
JIIKYBaJIUCS MEJIOKCUKaMOM, Ta IMalLli€HTIB 3 TAKUMU BUIIaJJKaMU B aHAMHeE3I.

I 1yHK0BO-KUWKOBI NOPYWEHHS.

4x i npu 3actocyBaHHi iHmux HII3II, mOTEHIINHO IeTalbHi HIIYHKOBO-KUIIIKOBA KPOBOTEYa,
BUpa3ka abo nepdopallis MoXKYyTb BUHUKHYTH Y OyOb-KUU Yac y POIeci JiKyBaHHS NIpU
HasIBHOCTi abo 0e3 momnepefHix CUMIITOMIB, a60 CEpHO3HUX IITyHKOBO-KUITKOBUX
3aXBOPIOBaHb B aHAMHeE3I.

PU3uK IITYHKOBO-KUIITKOBOI KPOBOTEYi, BUpa3Ku a0o mepdopatiii BULUY Py MigBUIIEHH]
no3u HII3II y maljieHTiB 3 BUPa3Ko0lo B aHaMHe3i, 0Co6/IMBO yCKIagHeH0 KpoBoTeuelo abo
nepdopariieto (ouB. po3min «[IpoTunokasaHHA»), Ta y HAIlEHTIB JITHBOTO BiKy. TakuM
MalfieHTaM CJIif PO3MOYWHATH JIIKyBaHHS 3 HalMeHIO0l eeKTUBHOI A03U. [I/1 TaKuxX
TIAIliEHTIB CIIiJl PO3T/ISAHYTA KOMOiHOBaHY Tepallilo i3 3aXMCHUMH JIiKapCbKUMHU 3acobaMu
(TakuMH K Mi3onpocToit abo iHriOiTopu TPOTOHHOI ITOMITK), @ TAKOXK IJIs Malli€HTiB, SKi
moTPe0yI0Th CYMiCHOTO 3aCTOCYBaHHST HU3BKOI 03H acHipuHy a0o iHIIKUX TiKapChKUX
3aco0iB, IO MigBUIIYIOTh IUTYHKOBO-KUIIKOBI PU3KKHY (OUB. iH(popMalliio, HaBeJeHy HUXK4Ye,
Ta PO3min «B3aemofis 3 iHIITMMHM JTiKapChbKUMM 3aco00aMu Ta iHIIT BUIKM B3AEMOMIIN»).

[TamieHTaMm 3i HITyHKOBO-KUIIIKOBOIO TOKCHYHICTIO B aHaMHe3i, 0COO/IMBO TMallieHTaM JIiTHBOTO
BiKY, CIIiJl TOBiMOMJISITH IIPO BCi He3BUYHI aOmoMiHaIbHi CUMIITOMH (0COOIMBO IITYHKOBO-
KHUIIIKOBI KPOBOTEYi), TOJIOBHUM YMHOM Ha ITI0YATKOBUX eTamax JIiKyBaHHS.

[TamieHTaMm, sIKi OMHOYACHO 3aCTOCOBYIOTh JIIKapChKi 3aC00H, 1110 MOXKYTh MigBUIIUTH PU3UK
BUpa3Kky abo KpOBOTeUi, 30KpeMa refapiH K pafiuKanbHy Tepariio abo B repiaTpuyHii
IIPaKTHIl, aHTUKOATYJISHTH, TaKi K BapdapuH, abo iHIII HecTepoigHi IpoTU3ananbHi
JMiKapChKi 3ac00M, BKITIOYAIOYM alleTUJICATIIINIOBY KUCIIOTY B o3ax = 500 Mr 3a oguH
npuiioM abo = 3 T 3arasibHOl J0OO0BOI 103U, 3aCTOCYBaHHS MEJIOKCUKaMy He PEKOMEHIYEThCS
(muB. po3[min «B3aeMofis 3 iHIIMMH JTIKapChKUMHU 3ac00aMU Ta iHIIM BUOU B3aEMOMIl»).

[Ipy BUHUKHEHHI IIJTyHKOBO-KHIIIKOBOI KPOBOTEYi ab0 BMpa3KM y MallieHTiB, SKi
3aCTOCOBYIOTH MEJIOKCUKAM, CJIif] BITMIHUTYU JIIKYBaHHS.

HIT3II cmip 3 00epeXHiCTI0 3aCTOCOBYBATH MalliEHTaM 3i IIIYHKOBO-KUIITKOBAMMU



3aXBOPIOBAHHSIMHU B aHaMHe3i (BUPa3KOBUM KOJIT, XxBopoOa KpoHa), OCKiNMbKY 11i CTaHU
MOXKYTb 3arocTpioBaTucs (quB. po3min «I[1o6iuni peakirii»).

ITopyweHHs 3 6OKY neviHKu.

o 15 % nauienTis, sKi 3actocoBytoTh HII3II (BKmtouatoun MOBAJIIC), MOXKYyTh MaTu
IiTBUINEHHS 3HaYeHb OOHOT0 a0o Oinbiie meuiHKoBUX TeCTiB. Taki 1abopaTopHi BigxuneHHS
MOXKYTb IIPOTPECYBATH, MOXKYTh 3aJIMIIATHACSI HE3MiHEHUMH a00 MOXYTh OyTH THMYaCOBUMH
IIpY NTpoAoBKeHHi nikyBaHHS. [TomiTHI migBuienHs AJIT abo ACT (mpubnu3Ho y Tpu Ta
OinbIre pasiB BUllle HOPMU) criocTepiranucs y 1 % maiiieHTiB mif yac KiiHiuHUX BUIPOOyBaHb
3 HII3II. JogaTKOBO MOBigOMIISIOCS PO PigKiCHI BUMTAOKHU TSKKOI ITeYiHKOBOI peakiiii,
BKJTIOUAIOYY JKOBTSHMUITIO Ta OJTMCKaBUYHUM JeTalbHUM TellaTUT, HeKPOo3 IMeYiHKU Ta
IIeYiHKOBY HE[IOCTATHICTh, AesKi 3 HUX 3 JIeTaJIbHUM HaCJIiIKOM.

[TamieHTiB i3 cumMnToMaMu abo Mi03POI0 Ha MeYiHKOBY AUCGYHKIIiI0 ab0 y SKUX CIIOCTepiramucs
BiXUIEHHS Me4YiHKOBUX TECTIiB, IOTPiOHO OI[iHMTH IIOOO0 PO3BUTKY CHMIITOMIB Oi/IbII TAKKOI
IIe4iHKOBOI HEIOCTaTHOCTI BIPOAOBXK Tepamil npenapaToM MOBAJIIC. Ao KiiHiYHI 03HaKM Ta
CHMIITOMH CITiBCTaBJISTIOTHCS 3 PO3BUTKOM IIEUYiHKOBHX 3aXBOPIOBAHb a00 SKIIO CIIOCTEPIraloThCs
CHACTEMHI IIPOSIBY 3aXBOPIOBaHHA (HapUKIag €e03WHO(DIisA, BUCUIIAHHS Ta iHIII), TO 3aCTOCYBaHHS
MOBAIJIIC crig OpUIAHUATH.

Cepueg0-cyOuHHi NOPYWEHHA.

3a mallieHTaMu 3 apTepiaJbHOIO TinmepTeH3ieo Ta/abo i3 3acCTiiHOI0 CepIeBOI0 HEIOCTATHICTIO
Bif] JIETKOT'0 10 IOMIPHOI'0 CTyIIeHs B aHaMHe31 peKOMEHAY€EThCS PeTeIbHUM Harsaf,
ockinbku 1pu Teparmii HIT3II cocTepiranucs 3aTpuMKa piguHu Ta HaOpSK.

II71s1 maIfieHTiB i3 paKTOpamMu PU3UKY PEKOMEHAYEThCS KITiHiYHUM HaTJIsa[ 3a apTepiaJbHUM
THCKOM Ha II0OYaTKy Tepalii, 0co0JIMBO Ha IIOYaTKy KypCy JIiIKyBaHHS MEJIOKCHKaMOM.

[laHi moCIifKeHb Ta eMileMioJIOriyHi faHi JaloTh MOXKIIUBICTh IIPUIIYCTUTH, 110 3aCTOCYBaHHS OEeAKUX
HII3II (oco6muBO y BUCOKMX A03aX Ta IIPH TPUBAJIOMY JIiKyBaHHi) MOXKe OyTH IOB’si3aHe 3 HEBETUKUM
TiABUIIEHHSIM PU3UKY CYTUHHUX TPOMOOTUYHUX SIBUIN (HAMpukiam indapKTy Miokapaa abo
incynbTy). HemocTaTHRO DaHUX O BUKIIOYEHHS TaKOr0 PU3UKY [JIS MEJIOKCUKaMYy.

[TarieHTaM 3 HEKOHTPOJILOBAHO apTepialbHOI0 TiepTeH3i€l0, 3aCTiMHOK CEPLEBO0
HEe[I0CTaTHiCTI0, BCTAHOB/IEHOIO illIeMiuHOI0 XBOP00OOIO cepIlsd, IepudepiiHuM apTepianbHUM
3aXBOPIOBAHHSIM Ta/ab0 1epeOpoBacKyISIPHUM 3aXBOPIOBAHHSIM CJIifi TPOBOJUTH Tepalliio
MeJIOKCUKaMOM JIHIIIE TiCIis PETeNbHOro aHamidy. [TomiOHu aHani3 HeoOXigHUYM 0 MOYaTKY
NOBrOTPUBAJIOTO JIIKyBaHHS MAIli€HTIB 3 (paKTOpaMU PU3UKY CEePLEBO-CyAUHHUX 3aXBOPIOBAaHb
(Takux K apTepianbHa rinepTeHs3is, rimepmimigeMis, lyKpoBuii miabeT, mamiHHg).

HIT3IT MOoXyTh 30iNbIINTH PU3UK CEPHO3HUX CEPIIEBO-CYAUHHUX TPOMOOTHYHUX YCKIIagHEHD,
iHbapKTy MioKapfa Ta iHCYIbTY, IKi MOXKYTh MaTH JieTaJIbHUU HACTiHOK. 30ibIIIeHHS PU3UKY
IIOB’s13aHO 3 TPUBAJIICTIO 3aCTOCyBaHHs. [lallieHTH i3 CeplieBO-CyIUHHUMU 3aXBOPIOBaHHSIMU
abo (hakTOpaMu pU3UKY CEPIEBO-CYINHHUX 3aXBOPIOBAHb MOXYTh MaTU MigBUIIEHUN PU3UK.

Peaxkuii 3 60Ky wkipu.

[ToBimoMmsnu mpo HeOe3MeuHi [ XKUTTS TSIXKKi ypaxkeHHs Kipu: cuagpoM CTiBeHca-



II2KOHCOHa Ta TOKCUYHUM eNifiepMaibHUKA HEKPOJIi3 IPU 3aCTOCYBaHHI MEJIOKCUKaMy.
[TanieHnTy MoBKMHHI OyTH MpoiHdOpPMOBaHi TPO 03HAKM Ta CUMIITOMHU TSKKUX YpPaXKeHb i
yBazKHO CTEXKUTH 3a peakiisiMu mKipu. HanOinbmmi pu3uk BUHUKHEHHS CUHIPOMY
CriBeHca-/]k0oHCOHa ab0 TOKCUYHOTO emifepMabHOI0 HEKPOJIi3y iCHY€E IPOTATOM IMEPIINX
TUKHIB JIIKyBaHHS. fKINO y IalieHTa IPUCYyTHI cCUMITOMH a00 03Haku cuHApoMy CTiBeHCa-
IIx0HCOHA a00 TOKCUYHOI'0 eligepMasbHOI0 HEKPOJTi3y (HalpuKIIaM, MKIiPHUM BUCHUII, 110
IIPOTPECYE YacTO 3 MyXUPLSAMHU ab0 ypaxkeHHSIM CIIH30B01 000JIOHKHU), TOTPIOHO MPUNTUHUTH
JIIKyBaHHS MeJIOKCMKaMOM. Bak/uBo SKHaAUIIBUALIE OiarHOCTYBATH 1 IPUNUHUTH
3aCTOCYBaHHS OyIb-SKUX MTperaparTiB, 1[0 MOXKYTh CIPUYUHUTU TSIXKKi ypaKeHHS IIKipH:
curapoMm CriBeHca-[IK0HCOHA ab0 TOKCUYHUY elifepMabHIN HEKPOJIi3. 3 UM II0B’I3aHUN
Kpallui IPOTrHO3 IIPU TAXKKUX yPaKeHHIX IIKIpU. AKINO y IallieHTa BUSBUIIA CUHOPOM
CriBeHca-[I>koHCOHa a00 TOKCUYHUY elifepMaibHUM HEKPOJIi3 TPU BUKOPHUCTaHHI
MeJIOKCHKaMy, 3aCTOCyBaHHS IIperapaTy He MOXKHa BiJHOBIIIOBATH y OyIb-IKUM 4ac y
Maii0yTHHOMY.

[ToBigomnsanocs mpo BUNaaku (pikCOBaHOI0 MeIUKaMEHTO3HOI0 BUCHUITYy IIPX 3aCTOCYBaHHI
MeJIOKCUKaMy. MefloKCuKaM He CJIif IOBTOPHO IpHA3HavyaTH ITallieHTaM, gKi Majii B aHaMHe3i
(dhikcoBaHMYU MeOUKaMEeHTO3HUHU BUCHUII IIOB’SI3aHUM i3 3aCTOCYBAaHHSAM MEJIOKCHKaMYy.
[ToTeHIIiliHa ITepexpecHa PeaKTUBHICTh MOXKe BUHUKHYTH 3 IHIIMMUA OKCUKaMaMH.

AHagpinakmoioHi peaxujii.

4K i mpu 3actocyBanHi inmmx HIT3II, anadinakToigHi peakiii MOXKYTh CIIOCTEPIraTUCS y
narieHTiB 6e3 BimoMoi peakirii Ha MOBAJIIC. MOBAJIIC He cj1if 3aCTOCOBYBaTH IalliEeHTaM 3
acCIiprHOBOIO Tpiamow. [aHUU CUMITOMATUYHUN KOMIIJIEKC 3YCTPiYaeThCS V MAallleHTiB 3
aCcTMOI0, Y SKUX MTOBiTOMIISNIOCS PO PUHITH 3 a00 0€3 Ha3aIbHUX IOJIiMiB a0 y IKUX
IIPOSIBIIIBCS TSKKUM, TIOTEHIINHO JieTaJIbHUN OPOHXOCIIa3M IIiC/Isi 3aCTOCYBAHHS aCIipuHY
a6o inmmx HIT3II. Crnig BXXKUTHU 3aX0[IiB HEBiIKIagHOI JOTIOMOTH IIPY BUSBIIEHHI
a”adinakToimHOI peakiil.

[Tapamempu neviHKu ma GyHKUis HUPOK.

4K i mpu nikyBanHi OinbiricTio HII3II, onucaHo MOOOWHOKI BUTIAOKY MigBUILEHHS PiBHS TpaHCaMiHa3
y CHpOBaTII KPOBi, IifBuilleHHs piBHS 6inipy6iny B cupoBaTIi KpoBi abo iHIIKX mapamMeTpiB GyHKIi
IIeYiHKHY, K 1 MigBUIEHHS KpeaTuHiIHy B CUPOBATII KPOBi Ta a30Ty CEYOBMHU KPOBI, Ta iHIII
BigxuneHHs 1ab0paTOPHUX IMOKA3HUKIB. Y GiNIbINOCTI BUMTAAKIB 1Ii BigxuneHHs Oynu He3Ha4Hi i Manu
TUMYacoBUH xapakTep. [Ipu 3HayHOMY ab0 CTiliKOMY MifiTBePHAXKEHHI TaKUX BiiX1IeHb 3aCTOCyBaHHS
MeJIOKCUKaMy CJIifi IPUIMHUTHU Ta IPOBECTU KOHTPOJIbHI TECTH.

QYHKUIOHAbHA HUPKOBA HEOOCMAMHICMb.

HII3II misxoM NpUrHiveHHs CYAUHOPO3ILIUPIOBaILHOIO BIUIMBY HUPKOBUX IIPOCTArIaHAVHIB MOXYTh
iHmyKyBaTH QYHKIiOHAIbHY HUPKOBY HEIOCTATHICTh BHACIIOK 3HUXKEHHS KIy00uKOBOi (imbTpatiii.
Lleit mo6iunuit eekT € mo303anekHUM. Ha mouaTKy sikyBaHHS a0o0 micysa 30ibIIeHHS T03U
PEKOMEH[IYEThCS PETENIbHUYN KOHTPOIb HUPKOBOI PYHKIIiI, BKITIOYaouu 00'eM [iypesy, y MallieHTiB i3
TaKUMHU (PaKTOpaMu PU3UKY:

- JIITHIN BIK;

- CYTIyTHE 3aCTOCYyBaHHA 3 iHribiTopamu AII®, aHTaroHicTaMu aHrioTeH3uHy lI, capTaHamy,



miypeTukamu (OuUB. Po3Min «B3aemofisa 3 iHIIMMY TiKapCbKUMM 3aco0aMu Ta iHIIT BUOW B3aEMOMIN»);
- rinoBoseMis (Oyab-IKOTO TeHe3Y);

- 3acTiiiHa ceplieBa HEIOCTATHICTE;

- HUPKOBA HENOCTATHICTh;

- He(pPOTUYHUYN CUHPOM;

- BOBYaKOBa Hedponaris;

- TSIKKUW CTYIiHb Ie4iHKOBOI gucyHKIIl (CHpoBaTKOBUM anbOyMiH < 25 r/m abo = 10 3a
kinacudikaniero Yaunpa-I1'10).

Y nooguHokux Bunagkax HIT3I1 M0oXKyTs IPHU3BOOUTH [0 iHTEPCTUIiaIbHUX HE(QPHUTIB,
rJI0MepyI0HehPUTIB, peHaIbHUX MeAYIIPHUX HEKPO3iB a00 HePPOTUYHUX CUHIPOMIB.

[To3a MenoKcuKaMy AJis MalliEHTiB 3 TEPMiHAIbHOI HUPKOBOIO HEOCTATHICTIO, IKi 3HAXOASATLCS Ha
niasisi, He IOBMHHA NlepeBullyBaty 7,5 Mr. [laljieHTaM 3 HUPKOBOX HENOCTATHICTIO Bifl JIETKOT0 IO
TIOMipHOT'0 CTYIIEHS J03y MOXKHA He 3HUKYBATH (PiBEeHb KIIipeHCY KpeaTuHiHy Oinblre 25 MI/XB).

3ampumka Hampit, Kaaivo ma 800u.

HIT3I1 MOoXyTh MOCUIUTY 3aTPUMKY HATpil0, Kajilo Ta BOAU i BINIMHYTU Ha HaTPilypeTU4Hi epeKTn
niypeTtukiB. KpiM TOro, Moxe CIIOCTepiraTucsl 3HNKEHHSI aHTUTINEePTEeH3UBHOTO e(PEKTY
TiOTeH3UBHUX JIIKAPChKMUX 3ac00iB (OUB. po3Min «B3aemoist 3 iHIMMY JTiKapChKUMH 3aco0aMu Ta
iHmIi BUAM B3aEMOfiK»). ToMy SIK pe3yNbTaT Y YyT/IUBUX MalliEHTiB MOXKYTb IIPHCKOPIOBATHCS a0
3arocTpioBaTucs HabpSK, ceplieBa HeJOCTaTHICTh a0 apTepianbHa rimepreHsia. ToMy nalieHTaMm i3
TaKMMU pPU3UKaMU PEKOMEHAYETHCS IPOBENEHHS KIiHIYHOT0 MOHITOPUHTY (AuB. po3ninu «Cmocid
3aCTOCYBaHHA Ta 003u» Ta «[IpoTUIOKa3aHHA»).

I'inepkaniemis.

linepkanieMii MoXe CIpPUATH IIyKPOBHUii fiabeT abo ogHOYaCHE 3aCTOCYBaHHS JIiKapChKUX 3ac00iB,
IO IiABUINYIOTH KalTieMito (quB. po3min «B3aemomis 3 iHIIMMY JTiKapCHKUMHU 3aco0aM¥u Ta iHIIM BUOU
B3a€EMO[Iif»). V TakuxX BUIafKaxX MOTPiOHO PeryiasipHO IPOBOAUTU KOHTPOJIb PiBHIB KaJtito.

KombiHauis 3 nemempekcedom.

Y naijieHTiB 3 JIETKOI0 Ta ITOMIPHOK HUPKOBOIO HEOOCTATHICTIO, AKi OTPUMYIOTh IEMETPEKCET,
JiKYBaHHS MEJIOKCUKAMOM ITOTPiOHO IPU3YNIMHUTY IPUHAKMHI Ha 5 OHIB 10 BBEIEeHHS IIeMeTPeKCeny,
B I€Hb BBEJIEHHS i [I[OHaMeEHIIIe Ha 2 [Hi Mic/s BBeeHHS (OUB po3ain «B3aemMopis 3 iHIKUMHI
JiKapChKUMH 3aco00aMu Ta iHIIi BUAKM B3aEMOIiN»).

IHwi nonepedceHHs ma 3axodu be3neku.

[To6iyHi peakxiii yacTo ripime MepeHOCITh MAlliEHTH TITHLOTO BiKy, cabki abo ocimabneHi xBopi, SKi
noTpeOyIOTh PeTeNbHOr0 Harnsany. Ak i mpu nikyBauHi inmuMu HII3I, motpi6HO 6yTH 06epekHIMU
III0/I0 XBOPHX JIITHLOTO BiKY, B IKMUX Oi/bIll iMOBipHE 3HMXKEHHS (QYHKIIiI HUPOK, TeYiHKM Ta Cepls.
[TalieHTH NMITHHOTO BiKy MAIOTh BHUIIY YaCTOTy BUHUKHEHHS mobiunux peakuii o HII3II, ocobnrBo
IIJTyHKOBO-KUIIKOBUX KPOBOTEY Ta nepdopaliiif, mo MoXKyTh OyTH neTanbHUMU (OuB. po3min «Criocid
3aCTOCYBaHHS Ta AO3W»).



MenokcukaMm, gK i Oyge-akuit inmuii HII3I1, MoXke MacKyBaTH CUMIITOMU iH(EKLIMHUX 3aXBOPIOBAHbD.

3acToCcyBaHHS MEJIOKCUKaMy MOXe HeraTUBHO BIUIMBATH Ha PENPOAYKTUBHY (PYHKIIIO i He
PEeKOMeH[IOBaHe XiHKaM, gKi X04yTh 3aBariTHITU. ToMy [JIg XKIHOK, Kl IIJTaHYIOTh BariTHICTh
abo poxoaaTh 00CTEXKEHHS 3 MPUBOAY Oe3TTigAs, CITifl PO3TISTHYTH MOXKIUBICTh
IIPUNIMHEHHS IPUUOMY MEeJIOKCUKaMy (OUB. PO3Mia «3acToCyBaHHS y Iepiof BariTHOCTI abo
TOyBaHHS I'PYAOIO»).

o cknamy Tabnetrok MOBAJIIC mo 7,5 Mr ta 15 mr BxomuTh nakTo3a (1 tabmerka MOBAJIIC
10 7,5 MT' MiCTUTB JTaKTO3W MOHOTIOpAT eKBiBaleHTHUM 22,3 Mr JTaKT03u 0e3BoAHOI, 1
tabmeTka MOBAJIIC o 15 Mr MicTUTb JTaKTO3U MOHOTIApaT ekBiBaneHTHUY 19,0 Mr nakTo3u
06e3BOMHOI), TOMY Iiel IpenapaT He PeKOMEHYEThCS MPUNMaTH IallieHTaM 3 PigKiCHOI0
BPOJI2KEHOI0 HEITePEHOCHUMICTIO rajlakKT03H, 3arajbHUM AeQilluToM JaKkTa3u abo mopyIIeHHIM
BCMOKTYBaHHS I'TIOKO3U UM IaJIaKTO3H.

JlikapchbKuii 3acib MiCTUTh MeHIIe HixK 1 MMoib HaTpito (23 Mr) Ha TabneTKy, TOOTO
IIPAaKTUYHO BiJIbHUU Bifl HATPIO.

MGCKyBGHHH 3dna/sneHHA md 2apA4KuU.

®apMmaxkororiyHa gist MOBAJIIC, cripsiMoBaHa Ha 3MeHILIEHHS rapsyky Ta 3allajleHHsI MoXKe
YCKJIQMHUTH [iaTHOCTUKY IIPHU IMi03PI0OBaHOMY HeiH(eKIinHOMY 60JIb0OBOMY CTaHi.

JIixyeaHHA KopmuKocmepoioamu.

MOBAIJIIC He Moxe OyTH iMOBipHUM 3aMiCHUKOM KOPTUKOCTEPOIiB IPH JTiKyBaHHi
KOPTUKOCTEPOIMHOI HeJIOCTATHOCTI.

T'emamooziuHi epexmu.

AHeMisl MOXKe CIIOCTepiraTucd y nami€eHTis, ki orpuMyots HII3II, Bkntogaroun MOBAJIIC.
Lle Moxke OyTH TOB’sI3aHO 3 3aTPUMKOIO PIMMHH, IITYHKOBO-KHUIIIKOBOK KPOBOTEUEIO HEBIIOMOT0
IIOXOIKeHHS a0 MaKpOCKOIiYHO0, a00 HEMOBHICTIO ONMCAaHUM BIIJIUBOM Ha eputpormnoes. [lamientam
npu goBroTpuBanomy nikyBauHi HIT3I1, Bkmoyatoun MOBAJIIC, cnig KOHTpooBaTH reMorio6in abo
TeMOKPHT, SIKIIIO HasiBHi CUMIITOMH Ta O3HAKU aHeMil.

HII3TI ranbMyIoTh arperatiito TPOMOOIIUTIB Ta MOXKYTh IIONOBXKUTHU Yac KPOBOTEYi Y IeTKUX
naiiedTi. Ha BigMiHy Bif acmipuny, ix BIIUB Ha (QYHKIIiI0 TPOMOOIIMTIB KifIbKiCHO MEHIIINH,
KOpPOTKOYaCHUM Ta 00opoTHui. Crifl peTelbHO KOHTPOJIIOBATH CTaH MAalli€eHTiB, IKi
npuiiMaioTh MOBAJIIC Ta y SKUX MOXKJIKBI T0OI4HI BIIMBY IIOA0 3MiH Y QyHKIIII
TPOMOOIIMTIB, 30KpeMa po3jafgy 3ropTaHHsA KPoBi, ab0 MaIli€HTiB, SIKi OTPUMYIOTh
QHTUKOAryJIsHTH.

3acmocyeaHHﬂ nauieHmaM 3 HAABHOW acCmmom.

[TamieHTH 3 aCTMOI0 MOXKYTh MaTH acCHipUH-4YyTIUBY aCTMy. 3aCTOCYBaHHS aCIipuHy y
TIAITiEHTIB 3 aCMipUH-YYTIMBOIO aCTMOI0 aCOIlii0oBaHe 3 TSIXKKUM OPOHXOCIIa3MOM, SIKUW MOXKe
OyTu neTanbHUM. 3 OTTISAY Ha MepexpecHy peakllito, BKI04Yaouyu OPOHX0CIa3M, Mix
acripuaoM Ta iHmmMu HIT3IT MOBAJIIC He crifg 3aCTOCOBYBaTH NallieHTaM, YyTJIUBUM [0
acripuHy, Ta cjif 06epekHo MprU3HaYyaTH MallieHTaM 3 HasgBHOI0 aCTMOIO.



3acmocyesavns y nepiod eazimuocmi ado 200y8aHHs1 2pydoio.

Bazimuicmp. [IpuraiyeHHs CUHTE3y IPOCTarlaHANHIB MOXe HEeraTUBHO BIUIMBATU Ha BariTHICTh
Ta/abo po3BUTOK eMOpioHa i myopma. [JaHi emigeMionorigHuX OOCIigKeHb Aal0Th 3MOTY IIPUILYCTUTH
30inbIIIeHHS PU3UKY BUKHAOHS Ta PO3BUTKY Bajl CepLs i raCTPOIIM3UCIB MiC/IsA 3aCTOCYBaHHS
iHribiTOPiB CMHTE3y IPOCTarIaHAMHIB Yy paHHil Iepiof BariTHOCTi. AOCOIOTHUN PU3UK PO3BUTKY Baf
cepist 30inbIMBCs 3 MeHII HixK 1 % mo 6mu3bko 1,5 %. BBaxkaeThbcs, 110 1iei pU3UK 30iNbIIyETHCS 3i
30inTbIIIEHHSIM 003U Ta TPUBAJIOCTI JTiKyBaHHS. BCTaHOBIEHO, 10 Y TBAPUH BBe[leHHs iHTibiTopa
CHUHTEe3y IIpoCTarjaHgUHIB TPU3BOAMIIO N0 30iNbLIeHHS MTepe- i MOCTiMIIIaHTallinHUX BTPAT i
eMmOpioderanbHol cMepTHOCTI. KpiM TOTO, ¥ TBapuH, SiKi OTpUMYyBau iHTiOiTOp CUHTE3Y
MIPOCTarjlaHOWHIB B IIepiof OpraHoreHe3y, NOBiIOMILIIOCS PO MiABUIEHHS YaCTOTH Pi3HOMaHITHUX
BaJl PO3BUTKY, BK/II0YAIOUM CEPLeBO-CYOUHHI.

[ToynHatrouu 3 20-ro TUKHSA BariTHOCTi, 3aCTOCYBaHHS MEJIOKCUKaMy MOXe CIPUUYUHUTHI
OJIirorifipaMHiOH BHACTIOOK OUCQYHKIIiI HUPOK Iyofa. Lle Moxke cTaTtucs He3abapoM micis
IIOYaTKY JIiKyBaHHS Ta 3a3BU4ait € 000POTHUM ITiCIIS IPUNIMHEHHS NiKyBaHHS. KpiM Toro,
Oynu MOBigOMIIEHHS IIPO 3BYKEHHS apTepiasbHOI MPOTOKHU IiCIIs JTiKYBaHHS Y APYTOMY
TPUMECTPI, OiNBIIICTh 3 AKUX 3HMKAJIO IiC/Is MPUIMHEHHS JTiKyBaHHS. BHACTIIOK I[bOTO mif
yac I ta Il TpuMecTpy BariTHOCTI MeJIOKCUKaM He CJIifi 3aCTOCOBYBaTH, 3a BUHATKOM
HaraJbHOI ToTpebu. AKIo XKiHKa HaMara€eTbCs 3aBariTHiTé abo y nepiop I Ta II TpuMecTpy
BariTHOCTi 3aCTOCOBYE MeJIOKCHKaM, O3yBaHHS Ta TPUBAIICTh JIiKyBaHHS IMOBUHHI OyTH
moHauMeHImuMU. CIiif pO3IJISHYTU NOII0JIOTOBUM MOHITOPUHT OJIroriipaMHIOHy Ta
3ByKEHHS apTepiajbHOL IPOTOKY IiCJS BIJIMBY MEJIOKCUKaMy IIPOTSATOM KiJTbKOX [IHIB,
nouynHaiouu 3 20 TUXKHS BariTHOCTI. [Tpu BUSIBIIEHHI onirorigpaMHiony abo 3ByKeHHS
apTepianbHOL IPOTOKHU 3aCTOCYBaHHS MEJIOKCUKaMy CJIifi IPUIAHUTH.

Y xomi III TpumecTpy BariTHOCTI BCi iHTiOiTOPU CUHTE3y IPOCTarlaHAMHIB MOXKYTh CTBOPIOBATH [JIS
IIJIOfia PU3UK:

- CepIeBO-JIereHeB0l TOKCUYHOCTI (3 mepeqyacHUM 3BYKEHHSIM / 3aKPUTTSAM apTepiaibHOl IPOTOKH
Ta JIeT€HEBOIO TinepTeH3ien);

- MOPYIIeHHS POOOTH HUPOK (OUB. BUIIE);
MOXKJIMBI PU3UKHU B OCTaHHI TEPMiHU BaTiTHOCTI /I MaTepi Ta HOBOHAPOIXKEHOTO:

- MOXKJIMBICTh IIOJOBXKEHHA 4acCy KpOBOTe‘-Ii, HpOTI/IaneFaHiI;IHOFO e(beKTy HaBiTh IIpu Oyzxe
HHU3bKHUX N03adX;

- TIpPUTHiYeHHS CKOPOYEHb MaTKH, L0 MPU3BOAUTE 10 3aTPUMKHU ab0 3aTAryBaHHS IIOJIOTIB.
ToMy MenoKcHKaM IpoTUioKa3aHui mifg yac Il TpuMecTpy BariTHOCTI.

I'odyeaHHs epydor. Xo4a KOHKPETHUX JaHUX LI0L0 MeJIoKcuKaMy HeMae, ripo HII3II Bigomo,
1110 BOHY MOXKYTbh IIPOHUKATH B TPyIHE MOJIOKO. MenokcukaM OyJ10 BUSIBIIEHO B MOJIOIIi
rofyrouux TBapuH. TOMY 3aCTOCYBaHHSI He PEKOMEH0BaHO XiHKaM, SKi TOAyTh T'PYLAALO.



®epmusabHicmb. MenokcukaM, gK i iHIIl MiKapceKi 3aco0wu, 110 iHTi0yI0Th CUHTE3
[MKJIOOKCUT €Ha3U/IIPOCTarjIaHguHy, MOXKe HeraTUBHO BIIJIMBATU Ha PEIPONYKTUBHY
(GyHKIIII0 i He peKOMeHO0BaHu XKiHKaM, SIKi X04yTh 3aBariTHiTH. ToMy A XKiHOK, SKi
IIJIaHYIOTh BariTHICTh a00 MPOX0oOaTh 00CTEXKEHHS 3 MPUBOAY Oe3MIiAns, Clif PO3TIAHYTH
MOZXKJIUBICTh IPUNIMHEHHS 3aCTOCYBaHHSA MEJIOKCUKaMYy.

30amnicmb ena1ueamu Ha weudKicmov peakuii npu KepyeaHHi asmompaHcnopmom
abo iHwumu MmexaHizmamu.

CnenianbHUX [OCTiAXKEHb 00 BIIJIMBY IIperapaTy Ha 30aTHICTh KepyBaTu aBTOM0oOiTeM abo
IIpaloBaTy 3 iHIMMMHU MeXaHi3MaMy HeMae. OffHaK Ha OCHOBi (papMaKOOUHAMIYHOTO
podinio Ta MOOIYHUX Peaklliif, 0 CIIOCTePiraanucs, MOXKHa MPUIYCTUTH, 1[0 MEJIOKCUKAM
CXUJIbHUY He BIIJIMBAaTH a00 MaTH He3HAUYHUU BIIUB Ha 3a3Ha4YeHy MOismbHICTh. [TpoTe
mali€eHTaM, y KX CIOCTepiraaucs po3naau GyHKII1 30py, BKII0Yal04y HEUIiTKICTh 30Dy,
3araMOpOYeHHSs, COHJIUBICTb, BEPTUTO abo iHIIIi MOPYIIeHHS IIeHTPaIbHOl HEPBOBOI CUCTEMH,
PEKOMEHIOBAaHO YTPUMATHCS Bifl KEpyBaHHSI aBTOMO0OineM abo poOOTH 3 iHIIUMHU
MexaHi3MaMHu.

Cnocid 3acmocyeaHHss ma do3u.
Llo3yB8aHHA.
3aranpHy g000BY KilbKiCTh JTIKAPCHKOTO 3aC00y CIIifl 3aCTOCOBYBaTH pa3oBo.

[ToGiyHi peakiiii MoXKHa MiHiMi3yBaTH IIJISXOM 3aCTOCYBaHHS HalMeHINOi e(peKTUBHOI 103U IPOTITOM
HaMKOPOTIIOI TPHMBAJIOCTI JIiIKyBaHHS, HEOOXigHOI Ol KOHTPOJII0 CUMIITOMIB (IUB. PO3MiN
«OcobmuBoCTi 3acTocyBaHHSs»). CIifl MEpioAUYHO OLiHIOBATH MOTPE0Y MallieHTa B CHMIITOMAaTUYHOMY
TIOJIETIIIEHH] Ta BiATIOBiOb Ha JTIKyBaHHS, 0COOJIMBO Y MAIiEHTIB 3 0CTE0APTPO30M.

3azocmpeHHs ocmeoapmpo3y:

7,5 Mr/mo6y (1 TabrmeTka 7,5 Mr abo mojoBuHa TabmeTku 15 Mr). AKio HeoOXigHO, O3y MOXKHa
36inmpimuTy 1o 15 mMr/moby (1 tabnetka 15 Mr abo 2 tabnetku 7,5 Mr).

PeemamoioHull apmpum, aHkino3usHull cnoHouaim:
15 mr/mo6y (1 Tabnetka 15 mr abo 2 Tabnetku 7,5 Mr).
Takox mguB. po3min «OcobmuBi KaTeropii mallieHTiB» HaBedeHUN HUXKYe.

3rigHo 3 TepaneBTUYHUM e(peKTOM 103y MOKHa 3MEHIIUTH 1o 7,5 mr/moby (1 tabnetka 7,5 Mr abo
IIOJIOBHHA TaOneTKu 15 Mr).

HE IIEPEBUINTYBATH 103Y 15 mr/no0y.



Ocob.uei kameezopii nauieHmis.
ITayienmu aimHb020 8iKYy (0u8. po30in «PapMAaKOKIiHeMuKa»).

PexomeHOosaHa 003a 0151 00820mMpuBan020 AiKy8aAHHA pe8MamoioH020 apmpumy ma aHKiz03u8HO20
cnoHOusiimy 015 nauieHmis AiMHb020 8iKy cmaHosums 7,5 M2 Ha 006y (Takox muB. po3min «Croci6
3aCTOCYBaHHS Ta [03u» - «IlallieHTH 3 MigBUINEHUM PHU3UKOM PO3BUTKY MOOIYHUX peakIliii» i po3min
«Oc0o0IMBOCTI 3aCTOCYBaHHS»).

ITauienmu 3 nid8uW,eHUM PU3UKOM po38umky nobiuHux peakuitl (muB. po3min «Oco6IuBOCTI
3aCTOCYBaHHS»).

[TamieHTaM 3 migBUIIEHUM PU3UKOM PO3BUTKY MOOIYHUX peakiliii, HalpuKJyaf, IMTyHKOBO-KUIIKOBUMH
3aXBOPIOBAHHSIMHU B aHaMHe3i Y¥ paKTOpaMyu PU3UKY PO3BUTKY CEPLIEBO-CYAUHHUX 3aXBOPIOBaHb,
JiKyBaHHS CIIiJ PO3MOYHUHATH 3 103U 7,5 MT Ha 00y .

Hupxkosa HedocmamHicmb (dus. po30ia «PapmakoKiHemuka»).

Lleit mikapCchKui 3acib MPOTUIIOKA3aHUM MAIliEHTAM 3 TSXKKOI0 HUPKOBOIO HEOCTATHICTIO, SIKi He
nepebyBaTh Ha TeMofianisi (uB. po3min «IIpoTUoKa3aHHsg»).

Ins1 maltienTiB 3 TepMiHAMBHOIO CTAi€I0 HUPKOBOI HEIOCTATHOCTI, sIKi mepebyBaloTh Ha TeMofiatisi,
I03a He MOBMHHA MepeBuInyBaty 7,5 Mr Ha 0o0y. ITallieHTaM i3 J1eTK0I0 Ta CepeqHbOI0
HUPKOBOX HEJOCTATHICTIO (a caMe MIalieHTaM i3 KJIipeHCOM KpeaTuHiHy BUlle 25 MJI/XB)
3HUXMCEHHS 003U He nompibHe.

ITeuiHKkosa HedocmamHicmb (Ous. po3din «PapmakoKiHemuka»).

[TarieHTaM i3 JIETKOI0 Ta CEPEOHBbOI0 TEUYiHKOBO HENOCTATHICTIO 3HMXKEHHS 03U He
moTpiOHe (11070 MAIliEHTIB 3 TSIXKKOIO ITeYiHKOBOI HEJIOCTATHICTIO IUB. PO3MiNn
«ITpoTUTIOKA3aHHS»).

Cnocib 3acmocy8aHHs:.
[151 mepopanbHOTO 3aCTOCYBAHHS.

MOBAIJIIC, TabneTtku 1o 7,5 Mr Ta 15 Mr, CIliJy 3aCTOCOBYBAaTH 3allBal0YX BOOOI0 a00 iHIIOI0
PigHHOIO, Tif Yac MpUINoOMy 1Xi.

Himu.

MOBAIJIIC, Tabnetku o 7,5 Mr Ta 15 Mr, IpOTUIIOKa3aHUM AiTAM BikoM mo 16 pokiB (dus. po30is
«ITpomunoka3aHH:a»).



Ilepedo3yeaHHsi.

Cumnmomu.

Cumnromu rocrporo nepeno3yBanHs HIT3I1 3a3Bruali 00MeXyIOThCS JIETapTi€lo, COHIUBICTIO,
HYyHoTO0, OJII0BAHHSM Ta elmiracTpanbHuM 60s1eM, SIKi B 1iToMy € 000POTHUMU IIPU MigTPUMYIOUiit
Tepamil. Moxe BUHUKHYTY NUTyHKOBO-KUIIKOBA KPOBOTEYA. TSAXKKE OTPYEHHS MOXKe IIPU3BECTHU [0
apTepianbHOI rinepreHsil, roCTPol HUPKOBOI HEAOCTATHOCTI, AUCHYHKIII] IEYiHKY, TPUTHIYEHHST
IUXaHHS, KOMH, CYIOM, CeplieBO-CYOAUHHOI HEOCTAaTHOCTI Ta 3yNIUHKU cepIlsd. [1oBimoMisnocs mpo
aHa¢inakToIfHI peakil npu TepamneBTUYHOMY 3acTocyBanHi HII3II, mo TakoXK MoXkKe CIocTepiraTucs
IIpY Nepefo3yBaHHi.

TepanisA.

[Ipu nepeno3ysanHi HIT3I1 nanienTaM peKOMeHA0BAHO CUMITOMATUYHI Ta MiITPUMY0OUi 3aX00u.
HocnifKeHHS TOKa3any NPUCKOPEHHS BUBEIEHHS MEJIOKCUKaMy IUISIXOM IIPUUOMY [IepPOPaibHUX [03
xonectupaminy 4 r 3 pa3u Ha go0y.

ITob6iyHi peakuii.
3arajbpHUM OIINC

[laHi moCIifKeHb Ta elifeMioJIOriyHi faHi JaloTh MOXKIIUBICTh IPUIIYCTUTH, 110 3aCTOCYBaHHS OeAKUX
HII3II (oco6muBO y BUCOKMX A03aX Ta IPH TPUBAJIOMY JIiKyBaHHi) MOXKe OyTH IOB’si3aHe 3 HEBETUKUM
TiABUIIEHUM PU3UKOM BUIIAOKIB CYOUHHUX TPOMOOTHYHUX SIBUII (HApHKiIaL iHGapKTy Miokapaa a6o
iHCynbTY) (mUB. po3min «Oco6IMBOCTI 3aCTOCYBAHHS»).

Habpsik, apTepianbHa rimepTeH3is Ta ceplieBa HENOCTATHICTD CIIOCTepiranucs npu aikyBarHi HIT3IT.

Binburicts mo6iyHUX epeKTiB, IO CIIOCTEPIraloThCs, MITYHKOBO-KUIIIKOBOTO IIOXOMKEHHS. Moxke
CIocTepiraTucs NenTUyHa BUpaskKa, nepdopartiisi abo MUTYyHKOBO-KUIIKOBa KPOBOTEYA, iHOA1
JeTanbHa, 0COOIMBO Y MAIli€HTiB JIITHHOTO BiKY (IUB. po3minn «OcobMMBOCTI 3acTOCYBaHHSS»). Ilics
3aCTOCYBaHHS CIIOCTepiraaucs HymoTa, OI0BaHHS, Aiapesi, METEOPU3M, 3aIl0p, OUCIIETICis,
abmoMmiHanbHUM 6inb, MenieHa, 6/1I0BaHHS KPOB'I0, BUPA3KOBUYM CTOMATUT, 3aTOCTPEHHS KOJITY Ta
xBopo6u KpoHa (guB. po3min «OcobIUBOCTI 3aCTOCYBaHHS»). 3 MEHIIIOI0 YaCTOTOI CIIOCTEPIraBCcs
racCTPUT.

[ToBimOMIISINIM IIPO TSXKKI ypaxkKeHHS wKipu: cuHApoM CTiBeHCa-[[;)KOHCOHA Ta TOKCUYHUU
eligepManbHUN HEKPOITi3 (muB po3min «OcoO0MMBOCTi 3aCTOCYBAHHS»).

YacTtoTa HeOaxKaHUX peaklliii, HaBeJleHUX HIK4Ye, 3aCHOBaHa Ha OTPUMaHMUX MTOBiJOMIEHHSIX
mpo no0ivyHi peakilii, 3ape€ecTpoBaHi y 27 KJIiHIYHUX AOCIIIXKEHHSIX 3 TPUBAIICTIO JIIKYBaHHS
He MeHIIe 14 gHiB. IHpopMallia 3acHOBaHa Ha KITIHIYHUX JOCTiAKEHHIX 3a y4acTio 15197
TaIli€HTIB, SKi MpUiiManyd MeJIOKCUKaM IepopasbHo y 7060Bix 703i 7,5 abo 15 Mr y ¢opwmi
Tab1eToK ab0 Karcys MpoTATroM MEePiofy A0 OMHOTO POKY.

Takox BKII0YeHi HeOaxKaHi peakxilii, BUSBIEH] B pe3y/IbTaTi MOBiIOMJIEHb, OTPUMAHUX IIif
Yac MiCcIApeecTpaliviHoro JOCBiny 3aCTOCyBaHHS.

Kpurepii oiHKK 4aCTOTH PO3BUTKY NMOOIYHMX peakiiil JTiKapchKoro 3acoly: gyxe dacTi (= 1/10);



yacTi (= 1/100 < 1/10); HevacTi (= 1/1000 < 1/100); moomurokKi (= 1/10000 < 1/1000); pigkicHi
(< 1/10000); HeBigoMo (He MOXKHA BU3HAYUTH 3a HAIBHUMU JaHUMH).

3 6oky cucmemu Kposi ma aimpamuyHoi cucmemu:
HedacTi - aHeMid;

IIOOJMHOKI - BiIXUJIeHHS ITIOKa3HUKIB aHaJIi3y KPOBi Bil HOpMHU (BKJII0OUAIOYU 3MiHY KiJIbKOCTI
JIEMKOLIUTIB), IEUKOTEHIsT, TPOMOOITUTOTIEHIS.

[MoBimoMsimocst my2Ke PigKO MPO BUIIAAKHU arpaHynouuTo3y (qus. Okpemi ceplio3Hi ma/abo uacmi
nobiuHi peakuii).

3 boky imyHHOI cucmemu:

HevyacTi - anepriuni peakiii, okpimM aHadinakTuYHUX a00 aHa}imaKTOITHUX;

HeBigoMo - aHadiTakTHYHA peaklisi, aHadiTaKToiTHA peakIlisi, BKII0YalOYH IOK.
ITcuxivHi po3aadu:

IIOOAYHOKI - 3MiHa HACTPOIO, HiYHI KOWIMapH;

HEBIJOMO - CILIyTaHiCTh CBiIOMOCTI, fle30pieHTalisl, 6€3COHHS.

3 boky Hepeosoi cucmemu:

YacTi - TOJIOBHUY Oifib;

HedYacTI - 3aIIaMOPOYeHHsI, COHJIUBICTh.

3 60Ky opaaHis 30py:

IIOOOMHOKI - po37afu PyHKIIil 30y, 10 BKIIIOYAIOTh HEYITKICTh 30pYy; KOH IOHKTHBIT.
3 60Ky opaaHis cayxy ma secmubyaiapHO20 anapamy:

HeyYacCTi - 3a1aMOpPOYEHHS;

IIOOAVHOKI - A3BiH Y ByXaX.

KapOiaavHi nopyweHHA:

TIOOAMHOKI - BITUyTTS CepLeOuTTs.

[ToBigomsnocs Ipo CeplieBy HEJOCTATHICTh, OB 'A3aHy 3 NiKyBaHHAM HII3IL.
CyOuHHi po3aadu:

HEeYacTi - MigBUIIEHHS apTepiaTbHOTO TUCKY (AUB. po3ain «OcobIUBOCTI 3aCTOCYBaHHS»),
IIPUIIUBH.

3 60Ky duxaabHOI cucmemu, opaaHie 2py0HOI KaimKu ma cepedoCcmiHHA:



IIOOJUHOKI - aCTMa y MallieHTiB 3 ajiepriero Ha acuipuH Ta ixmi HII3II;
HEBIIOMO - iH(eKIIil BePXHiX AUXaJIbHUX MIISAXiB, KaIleb.
3 60Ky mpagHo20 mpakmy:

AyKe 4acTi - po3jiafgu TPaBHOI CUCTEMHU: OUCIIEIICis, HyoTa, 6/oBaHHs, 6isb y XKUBOTI, 3a110p,
MeTeopu3M, fiapes;

He4yacTi - mpuxoBaHa a0 MaKpPOCKOIiYHa IUTYHKOBO-KHUIIIKOBA KPOBOTEYA, CTOMATHUT, TaCTPHT,
BiIpMXKKa;

IIOOMHOKI - KOJIiT, raCTPOAyofieHaIbHa BUpa3Ka, e30(arit;
PIOKICHI - LITyHKOBO-KUIIKOBa epgoparis;
HeBiJIOMO - [IaHKpPeaTur.

[IImyHKOBO-KHUIITKOBa KPOBOTeYa, BUpa3Ka abo mepdopatlis MOXyTh OyTH TSIXKKAMU Ta
TIOTEHIINHO JIeTaTbHUMHU, 0COOIMBO Y MAIliEHTIB JIITHOTO BiKy (muB. po3min «Oco6auBOCTi
3aCTOCYBaHHS»).

3 6oky 2enamobiniapHoi cucmemu:

He4yacCTi - MOpYyIIeHHs OKa3HUKIB QyHKIIiI IevinKy (HampuKIa MigBUINEHHS TpaHCaMiHa3 abo
6inipy0iny);

PIOKICHI - TelaTUT;

HEBIJIOMO - >KOBTSIHUIIS, IIeYiHKOBA HEOOCTATHICTB.

3 60Ky wkipu i ni0wWKipHOT KAIMKOBUHU:

HEeYacCTI - aHTiOHEeBPOTUYHUM HAOPSK, CBepOixK, BUCUITAHHS;

IIOOAUHOKI - cuHAPOM CTiBeHca-[[;)KOHCOHA, TOKCUYHUM elliflepMalbHUM HEKPOJIi3,
KPOIUB' IHKA;

pifKicHi - 6yIbO3HUYN OEPMATUT, MyIbTUGHOPMHA EPUTEMA;

HEBigOMO - peaxilil (GOTOYyTIUBOCTI, eKC(hHOTiaTUBHUN IepPMaTUT, HiKCcoBaHUH
MeOUKaMeHTO3HUM BUCHUII (IUB. Po3min «Oco6MMBOCTI 3aCTOCYBaHHST»).

3 6oky ceuosudinvHOi cucmemu:

HeYacTi - 3aTPMMKa HaTpilo Ta BOOM, TimepKasieMis (ouB. po3minu «Oco0IuBOCTI
3aCTOCYBaHHS» Ta «B3aeMofis 3 iHIIMMY TiKapCbKUMM 3aco0aMu Ta iHIII BUIYU B3aEMOIIN»),
3MiHM MOKa3HUKIB QyHKIII HUPOK (IifBUIIIEHHS KpeaTUHIHY Ta/abo CeHOBUHU CUPOBATKU KPOBI);

PifKicHi - rocTpa HUPKOBA HEAOCTATHICTh, 30KpeMa Y IMalli€HTIB 3 (paKTOpaMu PU3UKY (OUB.
po3main «Ocob6IMBOCTI 3aCTOCYBaHHS»);



HEeBiOMO - iH(eKIIil CEYOBUBITHUX IIJISIXiB, TIOPYIIEHHS YaCTOTHA CEYOBUITYCKaHHS.
3 60Ky penpodykmueHoi cucmemu ma MOAOYHUX 3a/103:

HEeBiOMO - XiHOo4Ye 6e3IIiaas, 3aTPUMKa OBYJISIIII.

3azanvHi po3aadu ma po3aadu y micui 8e0eHHA:

HevacTi - HaOpsK, BKII04Al0YX HAaOPSIK HUKHIX KiHI[IBOK;

HEBIiJOMO - TPUIIONOAIOHI CUMIITOMH.

3 60Ky onopHO-pyx080i cucmemu:

HEeBiIOMO - apTpasris, 6isb ¥ CIIMHI, 03HAKX Ta CUMIITOMH, TI0B’s13aHi 3 cyrio0aMu.
Oxpemi ceptio3Hi ma/abo yacmi nobiuHi peakuii.

[ToBimOMIISANIOCS Ay2Ke PifAKO PO BUITAAKU arpaHyIOLUTO3Y Y Malli€HTIB, AKi TiKyBaIucs
MEJIOKCHKAMOM Ta iHIITMMU MOTEHIINHO MiEIOTOKCHYHUMH JIiIKapChKUMHU 3aco0aMu (OWB. POl
«B3aeMopis 3 iHMMMH JTiIKapChbKUMHK 3aC00aMHM Ta iHIII BUOM B3AEMOIii»).

ITob6iuHi peakuii, AKi He cnocmepiaaaucs nid yac 3acmocy8aHHs npenapamy, ane ki
302a/bHONPUUHAMO € XAPAKMepPHUMU 044 IHWUX CNOAYK KAACY.

OpraHiuHe HUPKOBE yYpaXKeHHs, 10, iMOBipHO, IPU3BOAUTE A0 TOCTPOI HUPKOBOI HEJOCTATHOCTI:
TIOBIIOMIISINIOCS [y2Ke PigKO PO BUIAAKM iHTEPCTUIIaIbHOTO0 HEQPUTY, TOCTPOTO TYOYISIPHOTO
HEKpO3y, He(PpOTUYHOTO CHHIPOMY Ta MalilIsIpHOro HeKpo3y (AuB. po3nin «OcobnruBoCTi
3aCTOCYBaHHS»).

[ToBigoMIIeHHS PO Mimo3pioBaHi mo6ivHi peakirii

[ToBimomneHHs mpo mob6iuHi peakilil micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IILOTO
JIiKapCchKOro 3aco0y. MeguuHuM Ta (hapMalleBTUYHUM IIpalliBHUKAM, a TAaKOX IallieHTaM abo iXxHiM
3aKOHHUM IIpeACTaBHUKAM CJIi[l MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pI0BaHUX OOIYHUX peakliil Ta
BifmCyTHOCTI e(peKTHUBHOCTI TiKapCchKOTo 3aco0y yepe3 aBTOMATH30BaHy iH(opMaliiHy cucTeMy 3
dbapmakoHarnany 3a mocunanusM: https://aisf.dec.gov.ua

Tepmin npudamHocmi. 3 POKH.

YMoBu 30epiranHsi.

30epiratu npu Temnepatypi He Buille 30 °C y HeMOCTYIIHOMY AJISI MiTeM MiCIIi.


https://aisf.dec.gov.ua

YnaxkoBka.
s 0o3yeanus 7,5 me: mo 10 TabaeTok y 61icTepi, mo 2 6iicTepu B KapTOHHINM KOPOO1Ii;

015 do3ysaHHs 15 me: o 10 TabneTox y 6rictepi, mo 1 abo 2 6icTepu B KapTOHHIM KOPOOIIi.

Kareropis Bigmycky. 3a penenTom.

BupoOHHK.
Bepiurep Iurenpxaim ®apma 'M6X i Ko. KI/

Boehringer Ingelheim Pharma GmbH & Co. KG.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afipeca MicIisi IPOBaXKeHHs HOro Jis/IbHOCTI.
biurep Iltpacce, 173, 55216 Iurensxaum Ha Peiini, HiMmeuyuuna/
Binger Strasse 173, 55216 Ingelheim am Rhein, Germany.

abo

BupOOHHUK.
Bepiurep Iurensxaiim Xenmac Cunrn Mem6ep C.A./

Boehringer Ingelheim Hellas Single Member S.A.

Micue3HaxoIKeHHsI BUPOOHHKA Ta afjpeca MicCIsi IPOBaIXKeHHs HOro Jis/IbHOCTI.
5-1 kM [laiiania-Mapkomnoyno, Kopomi Attuka, 19441, I'pewis/
5th km Paiania-Markopoulo, Koropi Attiki, 19441, Greece.

abo

BupoOHUK.
Porrennopd Papma I'm6X/

Rottendorf Pharma GmbH.



Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs HOro Tis/IbHOCTI.
Ocrendenpaep ltpacce 51-61, 59320 Exnirepnox, Himeuunna/

Ostenfelder Strasse 51-61, 59320 Ennigerloh, Germany.



