IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

I'THIIIPAJI

(GYNIPRAL®)

Cknao:
ditoua pevosuHa: hexoprenaline;
1 ammyna mo 2 mi mictuth 0,01 Mr rekcompeHaniny cynbdaty;

donoMidcHi peuosuHu: HaTpito MeTabicynbdit (E 223); muHaTpilo egeTaT; HATPil0 XJIOPUM; KUCIIOTa
cipuaHa, po3BefieHa (a1 KopuryBanHsg pH); Boma Oy iH'€KIlin.

JIikapcbka ¢opma. Po3umH ang in’eKiin.

OcHosHi (izuko-ximiuHi 81acmugocmi: mpo3opuii, 6e36apBHUM PO3UMH.

dapMakoTepaneBTHYHA rpymna. 3acoby, 1110 BIJIMBAIOTh Ha CEYOCTATEBY CHCTEMY Ta CTaTEeBi
ropMoHu. [H1mi 3aco6u, 1110 3aCTOCOBYIOTH Y TiHEKOJIOTii. CUMIIaTOMIMETHKHY, IO IIPUTHIYYIOTh
CKOpoYyBa/ibHy akTuBHICTE MaTKU. Kom ATX GO2C A.

dPapmakonoziuHi e1acmueocmi.
dapmakoOuHamika.

[Tpemapart liximpan € cenekKTuBHUM 6eTa-2-CHMIIaTOMIMETHKOM, 110 po3ciadimioe M's13u MaTKH. ITig
BIIJIUBOM IIpernaparty ['iHinmpan 3MeHIIyeThCst 60 IPUTHIYYETHCS YacTOTa Ta iIHTEHCHUBHICTB
CKOpOoYeHb MaTKU. [IpenapaT NpuUrHiuyye CIOHTaHHI, a TaKOXK CIPUYUHEH] OKCUTOLIMHOM I10JI0T0BI
neperdMu. TOKOIITUYHUY e(eKT PO3BUBAETLCA dyepe3 3-15 XBUIMH MiCIIs BHYTPILIHBOBEHHOT O
BBEIEHHS ITperapaTy Ta TpuBae nmpubnu3no 30 XBUIUH. MakcUMalbHUN e(heKT JOCITAaETLCS Yepes
12-18 xBunuH.

dapmakoKiHemuxka.
Po3nodia. [JaHuX BiMHOCHO PO3IOIiTy IpenapaTy y TI0ACbKOMY OpraHi3Mi HeMae. 3a JaHUMU
OOKJIIHIYHUX OOCHIAXKEeHb BUCOKA KOHIIEHTPAallid TeKCONpeHasliny Micli BHYTPILIHbOBEHHOT O

3aCTOCYBaHH4 IIpernapaTy CIIOCTEPIraeThCA y MEUiHlli, HUPKaX, CKeJIeTHUX M’'g3aX; HuX4a
KOHILIEHTpAIlid - Y MO3KYy Ta MiOKapi.

Memaboaizm. T'ekconpenaniz MeTab0JTi3yETLCS 3a PaxyHOK KaTexol-O-MeTuntpancdepasu B



MOHO-3-O-MeTumn-reKconpeHaild Ta au-3-O-MeTuI-reKComnpeHatiH.

EnimiHauis. ITicnst BHYTPIIIHBOBEHHOTO 3aCTOCYyBaHHSA 0113bK0 44 % mpemnapaTy BUAIAETHCS i3
ceuelo i 5 % - 3 pexamismu BpomoBxk 24 roguH Ta 54 % i 15,5 % BimmoBigHO BrpomoBxk 8 mHiB. Ha
II0YaTKOBOMY €Talli BiIbHUI TeKCOIIpeHaJliH, IBa MeTH/ILOBaHUX MeTaboJIiTH, a TaKOXK iX cynbdaTHi
Ta TJIIOKYPOHIHI CIIOIYKU He BUMIIAIOTHCA i3 cedero. Yepes 48 ronus micis 3aCTOCYyBaHHS
IIpenapary B cedi BUSBISIEThCS NUIlIe MeTabomiT nu-3-O-MeTun-reKconpeHanid. Hepenuka KinbKiCTb
npemnaparty (6mu3pK0 10 %) BUBOTUTHCS i3 KOBYIO 3a3BUYaAl y BUTIISAAI CIIONYK O-METUIILOBAHUX
MeTabomiTiB. 3 ornsagy Ha Te, 110 3 heKamisiMu BUBOTUTHCS HUXKYa H03a IIpelapary, Hixk
eKCKPEeTYEThCA i3 KOBYIO, flesiKa YaCTHHA IpemnapaTy peabcopOyeThCs.

Kniniuni xapakKTepuCTHKH.

Iloka3aHnHus.

- KopoTkouacHe niKyBaHHS HEYCKIafHEHOTO Iepeliry nepegyacHUX IIOJIOTIB:

IPUTHIYEHHS CKOPOT/INBOI aKTUBHOCTI MaTKH y MAI[iEHTOK 3 TEPMiHOM BariTHOCTI Bif 22 mo 37
TUXKHIB 3a BiICYTHOCTi MeIUYHMUX a00 riHEKONIOTiYHUX TPOTUIIOKA3aHb N0 MTPOBEOEHHS TOKOIITUYHOI
Teparil.

- Tlepepn IOBOPOTOM IIJIOfA 3 MOIEPEYHOI0 MOJIOXKEHHS.

- $IK eKCTpeHUH 3axif mpu mepefyacHUX IMOJorax mepey] TPAaHCIOPTYBaHHSM BaTiTHOI [0 JIiKapHi.

IIpomunoka3saHnus.
- ITligBuilleHa YYTNIMBICTH [0 TeKcallpeHasiny abo [0 Oyab-IKoro KOMIOHEHTa IIpenapary.
- HasiBHicTb Oy[Ib-IKOTO 3aXBOPIOBaHHS [0 22 TUXKHIB BaTriTHOCTI.

- 3acTocyBaHHS IIpenaparty SK TOKOJITUYHOTr0 3aco0y IMallieHTaM i3 imeMiuHo XBOpPo0oio ceplis B
aHaMHe3i abo nalieHTaM i3 icTOTHUMU (HaKToOpaMu PU3UKY PO3BUTKY illleMidyHOI XBOPOOU CcepIis.

- 3arpo3sa BukuUpaH# mifg yac I ta II TpumecTpiB BariTHOCTI.

- Bynp-sike 3axBOpIOBaHHS MaTepi a0o Mmiofa, mpu IKoMy 30epezKeHHs BariTHOCTI € He6e3MeYHuM,
HaIPUKIIaM, TAXKKUH CTYIiHb TOKCEMii, BHYTPIlIHbOYTPOOHA iHGEKIIis, BariHalbHa KPOBOTEYa
BHACJIiIOK Tlepenyie;kaHHs IJIalleHTH, eKJIaMIICis a0 TsXKKa IIpeeK/IaMIICisl, BiflllapyBaHHS IIJIalleHTU
abo 31aB/IeHHS TyTIOBUHU.

- BHyTpimHbOyTpOOHA 3arubens 1004, TeTaabHi BPOOKeHi aHoMartii B aHaMHe3i a00 neTanbHi
XPOMOCOMHI aHOMaJTil.

- BponxianbHa acTMa 3 IigBUILIEHOI YYTJIUBICTIO OO CYb(daTiB.

- 3axBOpPIOBaHHS CEPIEBO-CYIMHHOI CUCTEMHU, 30KpeMa TaXiapuTMist, MiOKapauT, Bafa MiTpalbHOTO
KJIalnaHa.



- Timeptupeos.
- TsaxKi 3aXBOPIOBaHHSA NIEYiHKY Ta HUPOK.
- 3aKpUTOKYTOBa I'IayKOMa.

3acTtocyBaHH4 Ipenaparty ['iHinpan npoTUloOKa3aHe MHallieHTaM, 110 MalTh 3aXBOPIOBaHHS, Ha TJIi
SKUX 3aCTOCyBaHHS OeTa-MiMeTHKiB MOXKe MaTy HeOaxkaHy Mil0, HAPUKIIaf, TereHeBa TinepTeHsis,
3aXBOPIOBAHHS CePLEBO-CYOUHHOI cucTeMH (TimepTpodiuHa oOCTPyKTHBHA KapaioMionaTis abo
Iepelrkoga TOKy KPOBi 3 JIiBOr0 IIJIyHOYKa, HallpUKJIa[, aOpPTaJIbHUM CTEHO03).

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

I'anoeen8micHi aHecmemuku. BHaCTigOK JOHATKOBOTO aHTHUTIMEPTEH3UBHOTO e(PEKTY MimBUIITYETHCS
PU3UK PO3BUTKY CJIA0KOCTI IOI0T0BOI HisIbHOCTI 3 PO3BUTKOM KpoBOTedi. [ToBimoMisinocs mpo
CEpHO3Hi MOPYUIEHHS IIJTYHOUKOBOT'O0 PUTMY BHACTIiOK 30i/IbIIIEHHS CeplieBOi PeaKTUBHOCTI ITpU
B3a€EMOi1 IpemnapaTy 3 raJoreHBMiCHUMU aHeCTeTUKaMuU.

Teparmito mpemnapaToM HeOOXiTHO IPUNIUHUTY MPUHAXMHI 3a 6 TOOUH 0 ITPOBeIeHHs OyIb-sIKOi
3amjaHOBaHOl aHeCTe3il 3 3aCTOCYBaHHSM IraJIoTeHBMiCHUX aHECTETUKIB.

Kopmukocmepoiou. KopTUKOCTepOIau AJisS CUCTEMHOTO 3aCTOCYBaHHS 4aCTO NIPU3HAYalOTh IPU
nepeqyacHUX MOJIoTax [l MPUCKOPEHHS N03piBaHHS JiereHb mona. [loBimoMnsnocs mpo Habpsk
JIeTeHb Y KiHOK IIPU OOHOYACHOMY 3aCTOCYBaHHi 0eTa-aroHiCTiB Ta KOPTUKOCTEPOIMiB.

KopTtuxocTepoinu 30inbIIyI0Th PiBEHb I'TIOKO3U B KPOBi Ta MOXKYTh IPU3BOAUTH 10 3MEHINEHHS PiBHS
KaJIiio y cupoBartili KpoBi. CyMiCHY Tepaliio 3 KOpTUKOCTEPOigaMu CJIiff 3aCTOCOBYBATH IIif] IIOCTIMHUM
KOHTPOJIEM Y 3B’SI3KY 3 MiABUIIIEHMM PH3UKOM PO3BUTKY TillepriiikeMil Ta rimokasnieMii (IUB. po3min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

IIpomudiabemuyni 3acobu. 3aCTOCyBaHHS OeTa-aroOHICTiB MigBUINY€E PiBEHb TTIIOKO3U B KPOBI,
1110 MOXKe OyTH iHTEPIIPETOBAHO SIK 3MEeHIeHHS e(eKTUBHOCTI MPOTHUAia0eTUYHOI Teparrii. B
IIif cuTyarii mpotumiabeTHyHe JTiKyBaHHS MOBUHHO OyTH CKOPUTOBAHO (IUB. PO3MIis
«Oc0obIMBOCTI 3aCTOCYBaHHI»).

3acobu, wo 3meHwWymMs pieeHb Kaito. 3aCTOCyBaHHs 6eTa-arOHICTIB OB’ sI3aHe 3i 3MEeHIIeHHIM
piBHS Kajiio B cupoBaTIli KpoBi. CyMicHY Tepariio 3 iHImuMu 3aco6aM¥, 10 IMiABUIIYIOTh PU3UK
PO3BUTKY TimoKamieMil (TaKUMU SK AiypeTUKH, UTOKCUH, METUIIKCAHTHHY, KOPTUKOCTEPOIAHN), CIIif
IIpHU3HAYaTH MallieHTaM 3 00ePeXHICTIO i TiTbKY MiC/IsT PEeTeNbHOI OIIiHKY CIiBBiTHOIIEHHS
PU3UK/KOPHUCTH JIiKyBaHHS, 0COONIMBY yBary NIPUAINISAIOYY MigBUIIIEHMY PU3UKY PO3BUTKY CEPIIEBUX
apUTMiit BHACTIOOK rimokasiemii (muB. po3min «OcoO0nMMBOCTi 3aCTOCYBAHHS»).

THwi 83aemo0ii. HecenekTuBHi OeTa-afpeH006/I0KaTOPH MOCIabI00Th a0 CKACOBYIOTH [it0
npenaparty ['iHinparnt.

[HTEeHCUBHICTh HAKOMUYEHHS TIIKOTEeHY B MEYiHIli, CHPUUYNHEHOI0 3aCTOCYBaHHSIM
TIIOKOKOPTHKOCTEPOIiB, 3HUKYETHCS IIif mieto nmpemnapary [iHimpar.

He cnip npoBoguTty CyMicHe JIiKyBaHHSI 3 CUMIIaTOMIMETHKaMU (CeplieBO-CYAUHHI I IPOTUaCTMaTUYHi
IpenapaTy), OCKIbKY IIOCUIIOETHCS [is IIpelapaTiB Ha CepLeBO-CYIUHHY CUCTEeMY Ta MifBUIIYETHCA



PU3UK BUHUKHEHHS MOOIYHUX Peakilid BHACTIIOK Iepem03yBaHHS.

[Tpemnapart liHinpan He il 3aCTOCOBYBaTH CYMICHO 3 IIpenapaTaMi, 1[0 MiCTSATh ajKaloiou PixkKKiB, a
TaKOXK i3 IIpemnapaTamu, 1[0 MiCTATh Kablliid, BiTaMiH [I, AUTiApOTaxiCTEpOIoOM i
MiHEepaloKOPTUKOIJaMHu.

Oco6 1ueocmi 3acmocyeaHHsi.

PimenHsa npo nmo4yaTok Tepamil npenapaTtoM [iHinpan NpuiMaeThCs MiCSI PETENbHOL OLIHKU
CIIiBBIIHOLLIEHHS PU3UK/KOPUCTh 3aCTOCYBaHHS.

JIikyBaHHS MPOBOTUTHCS JIUIIE B HAJIEXKHUM YMHOM 00JTaflHAHUX YCTAHOBAX /IS 3[iCHEHHS
IIOCTIMHOTO KOHTPOJIIO 3a CTAHOM 37IOPOB’S MaTepi Ta Iaoaa.

[Tpu po3puBi muigHUX 0007T0HOK ab0 PO3KPUTTI MUNKY MaTKU Oinble HiX Ha 4 cM, TOKOJI3 i3
3aCTOCYyBaHHSIM 0eTa-arOHIiCTiB He peKOMEHIOBaHUM.

[Tpemapart liximpan ciig 3 00epexkHiCTI0 3aCTOCOBYBATH IIPH TOKOJi3i. BmpomoBxk ychoro mepiogy
JiKyBaHHS HEOOXigHO 37iCHIOBATH KOHTPOJIb 3a (QYHKIII€I0 CepIs Ta PecripaTopHOoi CUCTEMH i
IIPOBOOUTH MOHITOPHUHT eneKTpokapaiorpamu (EKT).

Crig moCTiHO IPOBOAMTY TaKi CIIOCTEPEKEHHS 3a CTAHOM MaTepi Ta, SKITO IIe MOXKJIMBO/HE0OXiTHO,
IJI04a:

- BUMIpIOBaHHS apTepiaJbHOr0 TUCKY Ta 4YaCTOTU CEPLIEBUX CKOPOYEHb;
- mpoBeneHHsa EKT;

- MOCTimXKEHHS BOOHO-eJIEKTPOJIITHOTO OajlaHCy 3 METOIO BUSIBIEHHSI MOXKJIMBOTO PO3BUTKY HAOPSIKY
JIeTeHb;

- BUMIpIOBAHHS PiBHS I'JIFOKO3U Ta JIAaKTATy B KPOBi, 0COGIMBO Y XBOPHX Ha LyKPOBUH HiaberT;

- BUMIpIOBAHHS PiBHS KaJlilo, OCKiJIbKM 3aCTOCYyBaHHS 06eTa-arOHiCTiB MOXKe CIIPUYUHSTHA 3MEHIIeHHS
PiBHS KaJIilo y CHpOBATIIi KPOBi, 1110 30i/IbIIIye pU3UK PO3BUTKY apuTMiil (OuB. po3mdin «B3aemopmis 3
iHImMMU niKapCchbKUMU 3aco0aMy Ta iHIT BUAW B3a€MOfil»). [TalieHTaM 3a HasiBHOCTI rimokasieMil o
II0YaTKy IIPOBEeHHS TOKOJIITUYHOI Tepallil CJlifg Ipr3HavyaTH 3aMiCHY Tepalliio IIpernapaTaMy KaJliio
U151 IEPOPAJIbHOTO 3aCTOCYBaHHS.

Cnip mpUNUHUTY JTiKyBaHHS MIPY MOSIBi CUMIITOMIB itmemil miokapaa (Hampukiap, 6ib y rpyasx abo
3Mminu Ha EKT).

He cnig 3acTocoByBaTu npemnapar [iHimpan K TOKOMITUYHUY 3aci0 malieHTaM 3i 3HaYHUMU
dakTopaMu pu3uKy abo mimo3poio Ha Oymb-siKe 3aXBOPIOBAaHHS CEePLeBO-CYOUHHOI CUCTEMHU B
aHaMHe3i (HanpuKiaj, TaXiapuTMisi, ceplleBa HeIoCTaTHICTb abo Baiy KJlallaHiB CepIlsd; OUB. PO3Mil
«IIpoTtunoka3anHs»). [Ipy BUHUKHEHHI ITepe4acHOl ITOJI0OTOBOI AisIbHOCTI Y MallieHTKH 3i
BCTAHOBJIEHUM a00 MMiT03pI0BaHUM CePIIeBO-CYIUHHUM 3aXBOPIOBAHHIM JIiKap, SKUH Ma€ OOCBif
poOOTH 3 TAKUMHU IallieHTaMU, TOBUHEH OLIHUTU JOLINbHICT JTiKyBaHHS IpemapaToM [iHimpan mo
moyvaTky iHya3il.

Habpsk ne2eHb. 3 Orisimy Ha MOXKJIUBICTb PO3BUTKY HAOPSIKY JiereHb Ta ileMii Miokapaa y MaTepi mmif



yac abo micsa 3acToCcyBaHHS Teparil OeTa-aroHicTaMu IPH IepefdacHuX M0JIorax, Cllif BeCTH
peTesbHE CIIOCTEPEKEHHS 3a CTAHOM BOJIHO-EJIEKTPOJIITHOTO GanaHcy, GyHKI€0 ceplisd Ta
pectipaTopHoi cuctemu. [1allieHTKH 3 YUHHUKAMH, 1110 T0CIabIIi00Th 3aXUCHY 3MAaTHICTh OpraHiaMy,
BKJ/TI04al04YX 0araToIIiHY BariTHICTh, TillepBojIeMilo, HasgBHICTh iH(eKIIii Ta MpeeKIaMIICiio, MalOTh
IiBUINEHUY PU3UK PO3BUTKY HAODPSKY JereHb. 3acToCyBaHHS iH(y30MaTy [ BBeleHHS IIpenapaTy
3aMiCTh BHYTPIIITHROBEHHOI iH(]Yy3il 3BOJUTH 40 MiHIMyMy PHU3UK PO3BUTKY TinepBosneMmil. [1pu nosgsi
CHMIITOMIB HaOpsKy nereHsb abo imewmil miokapga, oco01mBo npu KoMOiHOBaHiM Teparmil
KOPTUKOCTEPOifaMu a00 HasiBHOCTi CyIyTHiIX 3aXBOpIOBaHb (3axBopioBaHHS HUPOK, HIIT-recTo3),
PEKOMEH0BaHO MPUIIUHUTH JIiKyBaHHS IperapaToM. Citig 00MeXUTH BXKUBAHHS COJIi.

ApmepiaabHull muck ma uacmoma cepueeux ckopoueHs. [HGy3ist OeTa-aroHICTiB, SIK ITPABUIIO,
CYTIPOBOMIXKYETHCS 30i/IbLIIEHHSIM YacTOTH ceplieBux ckopoueHb (HCC) y maTepi Ha 20-50 ynapiB 3a
xBuuHY. Cifi KOHTPOJIIOBATH YaCTOTY IIYJIbCY MaTepi Ta Y KOXKHOMY KOHKPETHOMY BUIIALKY
PO3TIIIHYTH HEOOXigHICTh KOHTPOTIO TaKoro migBuiiieHHs YCC mIsixoM 3HUXKEHHS 003U abo BigMiHU
npenaparty. fK IpaBuio, MyJibC MaTepl y CTaHi CIIOKO He IOBUHEH NepeBulnysaty 120 ymapis 3a
XBUJIUHY.

AprepianbHuM TUCK MaTepi mif 4ac iHQy3ii MoxkKe gel[o 3HUKYBATUCS; OiaCTONIYHUN TUCK
3HUKYETHCS Oinblne 3a cucToNmiyHui. [TamiHHS OiacTOMIYHOTO TUCKY, K IIPaBUI0, epedyBae B
miama3oHi Big 10 mo 20 MM prt. cT. Binus indy3ii Ha YCC mnoga MeHII BUPaXKeHUH, ajle MoXKe
crocrepirarucs 30inpimenHs Ha 20 ynapiB 3a XBUIUHY.

[ITo6 mMiHiMi3yBaTH pU3UK BUHUKHEHHS apTepianbHOI rimoTeH3ii, moB’'s13aH0i 3 TPOBEOEHHIM
TOKOJIITMYHOI Teparrii, i BXUTH 0COOIMBUX 3aX0MiB AJIST YHUKHEHHS IIepPeTUCKAaHHS BePXHbOI
TIOPOKHUCTOI BeHH, NAlliEHTKY CJIiJ] PO3MiCTUTH B IIOJIOKEHHI Iezka4yy TO Ha JIiBOMY, TO Ha IIpaBOMY
Oo11i TOYepProBo BIPOAOBXK iHOY3Il.

Llykposuti diabem. BBemeHHs1 OeTa-arOHiCTiB 3yMOBIIIOE MigBUINEHHS PiBHS TJTIOKO3K B KPoBi. ToMy
CJIil KOHTPOJIIOBATH PiBEHb I'/IFOKO3M Ta JIaKTaTy B KPOBIi y BariTHUX, XBOPUX Ha IIyKPOBHUi fiaberT, a
TAKO0XK CKOPUTYBaTH JIiKyBaHHS I[yKPOBOTO Aia0eTy BiAMOBiAHO [0 MOTPed XBOPOI Iifl Yac TOKOMi3y

(muB. po3min «B3aeMopmis 3 iHITUMY JTiIKapChbKUMM 3aC00aM¥M Ta iHIII BUOYM B3aEMOIii»).

IHwi 3acmepedceHHA. Tlig 4ac TOKOITUYHOI Teparii i3 3acTocyBaHHAM OeTa-afpeH0610KaToPiB
MOXKYTb ITIOCUJIIOBATUCSA CHMIITOMH CyIyTHHOI MiOTOHIUHOI gucTpodil. ¥ Takux BUIagKax
PEKOMEHAYEThCA 3aCTOCYBaHHSA OU(eHINTiganTolny ((heHIiToIHY).

[TamienTaM i3 MiABUILIEHOK YYTJIUBICTIO O CUMIIATOMIMETHKIB Ipenapar ['iHinparn ciin
3aCTOCOBYBATH Y HU3bKUX IHAWBigyaIbHO MigibpaHuX m03ax Iif MOCTIiNHKUM HATISO0M JliKaps.

Ockinbky NiKyBaHHS IpenapaToM [iHIimpan Moxe NMPUTrHidyBaTU NEPUCTANIbTUKY KALIIEYHUKY (PigKO
CIocTepiranacst aTOHisl KUIIIEYHUKY), CIIil KOHTPOJIIOBATH PETYIsSPHE BUIIOPOXHEHHS KUIIEYHUKY
BIIPOMOBXK TOKOJIITUYHOI Teparrii.

3acmocyeanns y nepiod eazimnocmi abo 200yeanHsi 2pydoio.

Baeimuicmy. 'iHinpan npu3HavaioTh A1 3aCTOCYBaHHS y IEPiOf BariTHOCTI (OUB. pO3Min
«IToxka3aHHI»).

I'ooysaHHAa 2pydorw. [Ipenapat He IpU3HAUYEHUY 0O 3aCTOCYBaHHSA y Iepion TOAyBaHHS I'PYyOLOLo,
TOMY BIIIOBI[IHI [IaHi BiACyTHI.



30amuicmb enaueamu Ha weudkKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumMu mexaHizmamu.

[TpemapaT He Ma€ abo Ma€ He3HAYHUM BIJIMB Ha IIBUOKICThH peakilil Ipu KepyBaHHi aBTOTPAHCIIOPTOM
abo iHIMMMHU MeXaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.
I BHYTPILIHLOBEHHOTO CTPYMUHHOTO BBeleHHS a0 iHy3ii.

Bka3aHe m03yBaHHS MOXHa 3aCTOCOBYBATH TiJIbKY SIK OPIEHTOBHE, OCKiJIbKYM TOKOJIi3 MOTpebye
IHAWBINyaIbHOIO MiAXO0My [0 Nalli€HTKU.

[TouaTok Teparmil npenapaToM ['iHinTpan Mal0Th TPOBOAUTH JINIIE aKyIIepH/nIikKapi 3 JoCBimoM
3aCTOCYBaHHS TOKOTITUYHUX 3ac00iB. JIiKyBaHHS TPOBOOUTLCS JIUIIE B HAJTEXKHUM YMHOM
o61agHaHUX YCTAHOBAX AJIS 3iMCHEHHS IIOCTIHHOTO KOHTPOJIIO 3a CTAHOM 3[I0POB’S MaTepi Ta
II0ma.

[Ipemapart ['iHinpan ciig 3aCTOCOBYBATH SKOMOTI'a PaHillle IIiciig AiarH0CTyBaHHSA IIepequyacHux
TII0JIOTiB Ta BUKJIIOYEHHS OyOb-IKUX IPOTUIOKA3aHb 10 3aCTOCYBaHHS IreKCONpPeHainy (OUB. PO3Tin
«IIpoTunoka3anus»).

Ilig yac Teparmii mpemapaToM HEOOXiOHO 3MilCHIOBATH HalleKHY OI[IHKY CTAHy CEpILeBO-CyqUHHOI
CHCTEeMH 3a HOoImoMorow Ge3mepepBHOro MoxiTopyBauus EKI' (DUB. pPo3min «Oco0nmuBoCTi
3aCTOCYBaHHS»).

Ilo3yBaHHS.

ITeped nosopomom ns100a 3 nonepeuHo20 NOA0HCeHHS Ma NPuU 3aCMOCYBAHHI Y AKOCMI eKCmpeHo20
3ax00y npu neped4dcHux no/a02ax neped MpPAaHCnoOpmMyB8aHHAM 8a2imHOI 00 AiKAPHI.

PekomenpoBana mo3a - 10 Mxr (1 amnyna mo 2 mn) npenaparty [iHinpan, po3segerux y 10 ma 0,9 %
po3umHi HaTpito xmopumy abo 5 % PO3uMHi TII0K03H, BBOOUTH BIIPOMOBXK 5-10 XBUTHUH
BHYTPILTHBOBEHHO. Y pa3i HeoOXigHOCTi MPOMOBXKUTY JiKyBaHHS NpenapaToM [iHimpas, KOHIIEHTpAT
IJISL PO3YUHY i iHQY3in.

KopomkouacHe nikyeaHHs nepedudcHuUX No02i8 Npu HAsA8HOCMI BKOPOYEHHS i/abo po3kpumms
WUuKu mamku.

Ha nouyaTtky niKyBaHHS IIOYKMHAIOTH i3 CTPYMUHHOTO BBefeHHs no3u 10 Mkr (1 ammyrna mo 2 M)
(cmioci6 po3BefieHHS OWB. BUllle) 3 Tofasblio0 iHdy3ieo npemnapary 'iHinpan 3i mBugkictio 0,3
MKT/XB.

4K anpTepHATUBHE JTIKyBaHHS MOXKJIMBE 3aCTOCYBaHHA TinbKY iH(y3id npemnapary [iHinparn 3i
mBuaKicTio 0,3 MKr/xB 0e3 IoIepefHbOr0 CTPYMUHHOTO BBeIeHHS IIpenapary.

BBomuTH BHYTPIIIHEOBEHHO KPAIUIMHHO (IIPYA PO3PaxXyHKY LIBUAKOCTI BBENEHHS 3
BUKOPUCTAHHAM 3BUYaNHUX iHOY3iHUX cucTeM BpaxoByBaty, o 20 kpanensb = 1 mi). HeobxigHy
KiJIbKiCTh aMIIyJl KOHLIEeHTPaTy A iHQy3ii po3uuHuTy B 500 M1 0,9 % po3uuHy HaTpito xnopuny abo
5 % pPO34uHi TTI0KO3H.



IIIsudkicmsb 8sederHA 0,3 mKe/xa:

[To3a 3arajabHUM KinmbKiCTh Kpallenab/XB [MII/XB
00’eM

25 MKT (1 ammyna mo 5 M) 500 M 120 Kparnesnb/xB 6 MJI/XB

50 MKr (2 amMmynu 1mo 5 M) 500 M 60 Kpamnenb/xB 3 MJI/XB

75 MKT (3 aMIymnu 1Mo 5 M) 500 mn 40 Kpanesb/xB 2 MJI/XB

100 MKr (4 amMOynu 1Mo 5 Mi1) 500 M 30 Kpanenb/xB 1,5 Mi/xB

3apeecTpoBaHi ONMHUYHI BUMIQIKA 3aCTOCYBAHHS reKcompeHaniny y go3i 430 MKT Ha mo0y.
KopomkouacHe nikyesaHHs nepedudacHux nosozie 6e3 eKkopoyeHHsA abo po3kpummas Wuliku Mamku.

PekomeHgoBaHa fo3a: Oe3nepepBHa iHQY3isg 0,075 MKr/xB. BBOOuTH BHYTPIIIHEOBEHHO KPAIITUHHO
(mpu po3paxyHKY LIBUAKOCTI BBE€HHS 3 BUKOPUCTaHHIM 3BUYANHUX iHQY3IMHUAX CUCTEM
BpaxoByBartH, 110 20 kpanens = 1 mi). HeoOxigHy KinbKiCTh aMITyJT KOHIIEHTPATY AJIs iHy3ii
po3unnauTU B 500 M1 0,9 % po3uuHy HaTpilo xnopuny abo 5 % Po3UUHY TJTIOKO3H.

IIIsudkicms 88ederHs 0,075 mKe/x8:

[To3a 3arajabHUM KinbKiCTh Kpalleab/XB [MII/XB
006’eM

25 MKrT (1 amnyna mo 5 M) 500 M 30 Kpanenb/xB 1,5 MI/xB

50 MKr (2 amnynu o 5 mn) 500 M 15 Kparnesnb/xB 0,75 MII/XB

Tpusasicmbu AiKYBaAHHA.

TpuBasnicTe TOKOJIITUYHOTO JIIKyBaHHS 3aJIe2KUTh Bifl iCHYIOUOI'0 CTyIIeHS PU3UKY [IepepUBaHHSA
BariTHOCTI (TEHOEHIlid 10 3MeHIIeHH IHTepBaJly MixX IIepeliMaMy, CTaHy IIUUKU MaTKU) Ta Bif
BHPaXKeHOCTi MoGiYHUX edeKTiB (Hampukiag, 30i/bIUIeHHS YaCTOTH CEPIIEBUX CKOPOUYeHs). [106iuHi
eeKTHu Cif MiHIMi3yBaTH HaCKiTbKH 1€ MOXKIIMBO.

TpuBaicTh JIiKyBaHHS IIpenapaToM He IOBHMHHA IepeBulllyBaTy 48 roguH, OCKIIbKY JaHi JOCIigXKEeHb
CBil4aTh PO Te, IO 3a [IOIIOMOTO0I0 TOKOJITUYHOI Tepallil BIaeThCS BiICTPOYUTH IMOJIOTH Ha Mepion
0o 48 roguH. Y XoOi paHOoMi30BaHUX KOHTPOJIbOBAHUX IOCIIIXKEeHb HE CIIOCTEPIranocs CTaTUCTUYHO
3HAUYIIOro BIJIWBY JIiKyBaHHS NpenapaToM [iHinpan Ha mepuHaTalbHY €TalbHICTh 260
3aXBOPIOBaHICTh. BicTpoueHHSs MOJOTiB 3a JomoMoroto mpemnapaty [iHinpan Moxe 6yTH
BUKOPUCTaHe A1 3aCTOCYBaHHS IHIIUX 3aXO0[iB, IKi 3HAYHO IIOKPALLYOTh IIepruHaTalbHe 3T0POB .

CneuianvHi 3axo0u 6e3neku npu iH¢py3iliHomy egedeHHi npenapamy.
o3y mpemnapary ciif migbupaTy iHAUBiAyanbHO 3 YpaxyBaHHSAM 00MexKy4Yux (HaKTopiB:
IPUTHIYEHHS CKOPOYEHb MaTKH, 30i/bIIIeHHS YaCTOTH MyJIbCY, 3MiHy apTepialbHOro TUCKY. CItif

peTeNbHO KOHTPOJIIOBATH IIi TOKa3HUKH IIif 4ac nikyBaHHA. [Toka3Huk YCC MaTepi He TOBUHEH
nepesuinyBatu 120 ym/xBs.

Crnip mocTifiHO TPOBOAUTH [OCIIKEHHS PiBHA TifpaTallil opraHi3aMy MaTepi 3 MeTOI0 YHUKHEeHHS



MOXKJTHBOTO PO3BUTKY HAOPSIKY jereHs (quB. po3min «OCOOIMBOCTI 3aCTOCYBaHHS»). O6'eM pinuHH,
3 IKUM BBOIATH IIpenapar, CJIif 3BeCTu 0o MiHiMyMy. [Ipenapat ciiig BBOOUTH i3 3aCTOCYBaHHAM
KOHTPOJIbOBAHOTO iH(Y3iHOTO MpHCTPOIo, 6axkaHo iHdy3oMaTy.

Himu.

[IpenapaT He IpU3HaYEHUH A7 3aCTOCYBaHHS OIiTSAM.

ITepedo3yeaHHus.

CuMIToMaMu Tepefo3yBaHHs MOXKYTh OyTH: 3HaUHE IMiABUIIEHHS YaCTOTH CePIEBUX CKOPOYEHb
MaTepi, TPeMOP, BiguyTTs cepueOuTTs, TOJIOBHUM OiNlb, MiTIUBICTS.

3a3BuyYail O YCYHEHHS [UX CUMIITOMIB OCTATHBO 3MEHIIEHHS NO3yBaHHS npenaparty. [1na
YCYHEHHS TSIXKKUX CUMIITOMIB Ilepeio3yBaHHS PEKOMEHAYETHCS 3aCTOCYBAHHS HeCeJIeKTUBHUX OeTa-
agpeHo0JI0KaTOPiB, SIKi KOHKYPEeHTHO iHTi0yI0Th fito mpenapaty [iximpanr.

ITobiuni peakuii.

Ha#tnmommpewimi HeOaxaHi edekTu npenapaty [ininpan nos’s3aHi 3 papMakoIorivHIME
BJIaCTUBOCTSIMU OeTa-MiMeTUKIB. 3 METOI0 YCYHEeHHS ab0 3MeHIIIeHHS T0gBY HebaxkaHuxX eQeKTiB
IIPOBOMOSATE PETENbHUM KOHTPOIIb TeMOIUHaMIYHUX IapaMeTPiB, TAKUX K apTepialbHUM THUCK,
JacToTa CeplieBUX CKOPOYEHb Ta BifIMOBigHEe KOPUTYBaHHA A03U npemnapaty. Lli ehekT 3a3Budan
3HUKAIOTH IiC/IS IPUIKMHEHHS 3aCTOCYBaHHA IIpenapary.

Heb6axaHi eeKTH 3a 4aCTOTOI0 BUHUKHEHHS KJIacu(DiKyIOTh 3a TaKUMHU KaTeropismu:

myxe gacto (= 1:10), wacto (= 1:100, < 1:10), mewacto (= 1:1000, < 1:100), pigko (= 1:10000, <
1:1000), npy=xe pigko (< 1:10000), HeBimoMo (YacToTa He BU3HAYEHA 3a HAHUMH).

3 60Ky eHOOKpPUHHOI cucmemu.

Hesimomo: JTimosmi3.

MemaboaiyHi nopyweHHs.

Yacro: rinokamniemis.*

Pigko: rineprmikemis (6iybi BupakeHa y XBOPHUX Ha LyKpoBu# miaber).*
3 60Ky Hepsosoi cucmemu.

[ly>e 4acTo: TpeMop.

Hesimomo: ronoBHuit 0inb, 3aaMOpPOYEHHS, TPUBOXKHICTS.



3 60Ky cepueso-cyOuHHOI cucmemu.
Iye 4acTo: Taxikapmia.*

YacTo: BiguyTTs cepleOuTTss*, 3HUKEHHS OiaCTONIYHOT0 TUCKY *, apTepiasibHa TinoTeHsis (ous.
po3min «Oco0aMBOCTI 3aCTOCYBaHHS»). *

Pigko: mopylieHHs ceplieBoro puTMy, Harnpukiag Giopunsilis nepeaceps, imemis miokapaa (ous.
po3min «Ocob6auBOCTI 3aCTOCyBaHHS»)*, meprudepryHa Ba3oguaTalis®, MIyHouKoBa

eKCTpaCI/ICTOJ'IiFI.

HeBimomo: 36inbIIeHHS CEPIIEBOTO BUKUMY, HMiIBUIIEHHS CUCTOIIYHOTO TUCKY, HEBEJIMKI KOJIMBAHHSA
YCC nmopa, cTeHOKapmis.

3 6oky OuxaavbHoi cucmemu.

Heuacro: HAOpSK nerens.*

3 60Ky WAYHKOBO-KUWKOB020 MPAKmy.

Pigko: HymorTa.

HeBigomo: Grmt0BaHHS, IPUTHIYEHHS TEPUCTATIBTUKY KUIIEYHUKY, aTOHIT KUIIEYHUKY.
3 6oky neuiHku.

Hesigomo: (TpaH3UTOPHE) MiABUINEHHS KOHI[EHTPAllil TpaHCaMiHa3 y CUPOBaTIIi KPOBi.
3 boky wkipu ma niOwKipHoi KAiMKOBUHU.

YacTo: miTIuBiCTh.

HeBimomo: MOYEPBOHIHHSA IIKiPH.

3 60Ky HUPOK ma ceyosusiOHUX WAsAXie.

Hesimomo: 3HuKeHHs Oiype3y (0COOMMBO Ha IMOYaTKOBIiM ¢a3i MiKyBaHHS), HaOpSIK.
* Tani peakiril Oysu 3apeecTpoBaHi IPU 3aCTOCYyBaHHI 6eTa-aTrOHICTiB KOPOTKOI il B aKyIIEPChKii
TIPAKTHIII Ta BBAXKAIOTLCS Kiacocnenudiuammu epexkramu (ouB. po3minn «OcoOMMBOCTI
3aCTOCYBaHHS»).

YV nmoopnuHOKUX BUIIAAKaX, 0COOJIMBO Y MAIiEHTIB i3 OpOHXiaIbHOIO aCTMOI0, CyJIb(aTH, IO MICTITLCS Y
Ipernapari, MOXYyTh CIIPOBOKYBATHU PeakKLilo TinepyyTIUBOCTI 3 MOXKJIUBUMHU CUMIITOMaMu: HYH0Ta,
Iiapes, CBUCTSIUe IUXaHHS, TOCTPHUY aCTMaTUYHUY Halal, IOpYyIIeHHs cBimoMocTi abo oK. I'ocTpoTa
IIPOSIBiB JAHUX CUMIITOMIB 3aJIeXKHUTh Bif] iHAUBiIyamIbHUX 0COOIMBOCTEN OpPraHi3My IMallieHTa Ta MOXe
IIPU3BECTH [0 HEOE3MEeYHUX MJIST XKUTTS XBOPOT'0 HACITIIKiB.

Llykposuii diabem. FAKIIIO TONOTH BimOYyBalOThCS 0€3MOCEPENHBO ITiC/IsT KOPOTKOYACHOTO
JIIKyBaHHS IIperapaToM, CIIiJ CIIoCTepiraTy 3a HOBOHAPOIXKEHUM Ha HasfBHICTh O3HaK
rimormikemil, OCKiJIbKY TeKCOIPeHaIiH MOXe IPHU3BOAUTY OO0 IigBUIIEHHS PiBHS T'JIIOKO3U Ta
IHCYIIiHY B KpOBi MaTepi. Takox il BpaxyBaTy MOXKJIMBICTh PO3BUTKY allU03Y V
HOBOHAPOIKEHUX Y 3B’SI3KYy 3 MOXKJIUBUM IIPOHUKHEHHSIM KHUCIIUX MeTaboIiTiB uepes IIaleHTy



(maKTaTy, KETOHOBUX Til).

Y pigkux BHIlafiKax BHACIIOOK Ail HaTpito MeTabicynbdiTy, 110 MiCTUTHCS y TIpenapaTi, MOXKINBUN
PO3BUTOK TAKKHUX peakKllil rinepuyTIuBOCTI Ta OPOHXOCIa3My.

Tepmin npudamuocmi.
3 POKH.

BimHoBneHuil po3uuH: XimiuHa Ta (izuuHaA CTAOINBHICTH BiOHOBIEHOr0 PO3YMHY ITiCIIS
PO3BEMIeHHS

(0,9 % po3umHOM HaTpito xjopumy abo 5 % pPO3YKMHOM Ti0K03u) Oyia MPOoOeMOHCTPOBaHa
IPOTSATOM

24 ropuH npu Temmnepatypi 15-25 2C. 3 mikpobionorigHoi TOYKM 30py Ipenapar Cifi 3aCTOCOByBaTH
HerayHo. Y BUIIa[IKy HEBUKOPHUCTAHHS 0fpa3y TEPMiH Ta yMOBH 30epiraHHs BiTHOBIEHOT'O PO3YNHY
[0 ¥0T0 3aCTOCYBaHHA € BiNIOBINa/IbHICTIO KOPUCTYBaya.

YMoBu 30epiranHsi.
30epiraTu B OpUTiHANbHIN YIIaKOBI IIpu TeMIepaTypi He Buie 25 °C.

36epiraté y HEJOCTYIIHOMY OISt miTe# Mici!

HecymicHicmo.

CynbdiT € BUCOKOAKTUBHAM KOMIIOHEHTOM, TOMY CJIii yTPUMaTHCA Bifi 3MilnyBaHHA ['iHinpany 3
iHmmMu po3dynHamu, Kpim 0,9 % po3duHy HaATpio XJI0pUny i 5 % pO34YUHY IIIOKO3H.

YnakoBka.

[To 2 M7 B ammyJti; o 5 aMImys y KapTOHHiN KOpoOiIi.

Kareropis Bigmycky.

3a pelLemnToM.



BupoOHHK.

Taxepa ABctpist 'M0X, ABctpisi/ Takeda Austria GmbH, Austria.

Micue3HaxoaKeHHsI BHPOOHHKA Ta MOro ajJpeca MicCIsi IPOBaAKeHHsI Tis/IbHOCTI.

Cr. Iletep-LlTpacce 25, 4020 Jlinn, AscTpis/ St. Peter-Strasse 25, 4020 Linz, Austria.



