THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

I'THITIPAJI

(GYNIPRAL®)

Cknao:
Oitoua peuosuHa: hexoprenaline;
1 ammyna mo 5 My Mictuth 0,025 Mr rekcompeHarniny cynbdhary;

donomidcHi peuosuHu: HaTpito MeTabicynbdit (E 223); puHaTpilo egeTaT; HATPil0 XJIOPUM; KUCIIOTa
cipuaHa, po3BefieHa (a1 KopuryBanusa pH); Boma ois iH'€KITin.

JIlikapceka ¢opma. KoHIeHTpaT Ad PO3YUHY ANd iHDY3ii.

OcHosHi (pi3uko-xiMiuHi 81acmusocmi: Ipo3opuit, 6e30apBHUM PO3YKH.

dapMakoTepaneBTHYHA rpyna. 3aco0u, 110 BIJIMBAIOTh Ha CEYOCTATERY CUCTEMY Ta CTATEBi
ropMoHu. [HIIi 3aco0w, 1110 3aCTOCOBYIOTh Y TiHeKooril. CuMIaToMiMeTHKH, 110 IPUTHIUYIOTh
CKOpodyBasibHy akTuBHICTE MaTKu. Kom ATX G02C A.

®apmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

[Tpenapart liHinpan € ceneKTUBHUM OeTa-2-CUMIIaTOMIMETHKOM, IO po3ciabitoe M's3u MaTKu. [1ig
BIIJIUBOM IIpemnaparty ['iHinmpan 3MeHIIyeThCs a60 IPUTHIYYETHCS YacTOTa Ta iHTEHCHUBHICTh
CKOpouYeHb MaTKu. [IpenapaT NpurHiyye CIOHTaHHI, a TaKOXK CIPUYUHEHI OKCUTOLMHOM I10JIOTOBI
nepeimu. TOKOTITHYHUY ePEKT PO3BUBAETLCA Yepe3 3-15 XBUIMH MiCIg BHYTPIITHEOBEHHOTO
BBe[IeHHS ITpemnaparTy Ta TpuBae npubnau3no 30 XBunMrH. MakcuManbHUN ePeKT JoCATAETLCS Yepes
12-18 xBunuH.

dapmakoKiHemuxka.

Po3nodia. [Janux BifHOCHO PO3MOAiIY IIpenapary y JTI0ACbKOMY OpraHi3Mi HeMae. 3a JaHUMU
OOKJTIHIYHUX JOCIIIIXKEeHb BUCOKA KOHIIEHTpAallid FeKCOIpeHaliHy Micig BHYTPIIIHBOBEHHOT O
3aCTOCYBaHHS IIpelapaTy CIOCTEPIraeThCs y MediHlli, HUPKaX, CKeJIeTHUX M’s3aX; HUK4a
KOHIIEHTpAllid - Y MO3KY Ta MioKapzi.

Memaboizm. TekcompeHaniH MeTab0Ii3yeThCS 32 PaXyHOK KaTexoj-O-MeTunTpanchepasu B MOHO-3-



O-MeTun-rekconpeHantid ta gu-3-O-MeTUN-reKComnpeHariH.

Eniminauis. Tlicmsa BHYTPIITHbOBEHHOTO 3aCTOCYyBaHHS ON13bK0 44 % mpernapaTy BUAIIIETLCS i3
cedero i 5 % - 3 dekamigmu BopomoBxk 24 rogus Ta 54 % i 15,5 % BigmoBigHo BrpomoBxk 8 oHiB. Ha
TI0YaTKOBOMY €eTalli BiIbHUY reKCOIpeHalliH, IBa METUIOBAHUX MeTaboIiTH, a TaKoX IX cynbdaTHi
Ta IJIIOKYPOHIAHI CIIOIYKU He BUIIISAIOTHCA i3 ceyero. Yepes 48 ropuH Mmiciasg 3aCTOCYyBaHHSA
Ipernapary B cedi BUSBIISIEThCS nullle MeTabomiT au-3-O-MeTun-rekconpenasid. HeBenuka KinbKiCcTb
npemnaparty (6mu3pK0 10 %) BUBOTUTHCS i3 KOBYIO 3a3BUYal y BUTTISAMAL CTIONTYK O-MeTUILOBAHUX
MeTabomiTiB. 3 ornsAgy Ha Te, 0 3 (heKalisiMu BUBOOUTLCS HUXKYa 403a Ipelapary, Hixk
eKCKPEeTYETHCS i3 JKOBYIO, IesTKa YaCTHHA IIpenapaTy peadcopOyeThes.

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.
- KopoTkouacHe ikyBaHHS HEYCKJIQ[IHEHOTO IIepebiry mepegdacHUX MOJIOTIB:

IIPUTHIYEHHS CKOPOT/IMBOl aKTUBHOCTI MaTKH y MalliEHTOK 3 TEPMiHOM BariTHOCTI Bif 22 mo 37
TUKHIB 3a BiICYyTHOCTi MeIUYHUX a00 TiHEKOJIOTiYHUX IPOTUIIOKA3aHb N0 MTPOBENEHHS TOKOTITUYHOI
Tepartii.

- Tlepeq MOBOPOTOM IIJIOfA 3 IIOMEPEYHOTO TIOJIOKEHHS.

- 4K eKCTpeHUU 3aXif IpHU NepefdyacHUX I0JIorax Iepeq TPaHCIOPTyBaHHSIM BariTHOI [0 JIiKapHi.

IIpomunoka3aHHs.
- IlipBuiieHa YyTIUBICTH [0 TeKcanpeHasniny abo no 6yab-SKOro KOMIIOHEHTa IIperapary.
- HasBHiCTH OyOb-IKOr0 3aXBOPIOBAHHS [0 22 THXKHIB BariTHOCTI.

- 3acTocyBaHHS IpemapaTy SK TOKOMITHYHOr0 3aco0y MallieHTaM i3 imeMiuHo0 XBOpo0oio cepis B
aHaMHe3i abo marieHTaM i3 icTOTHUMU (HaKTopaMu PU3UKY PO3BUTKY illleMidyHOI XBOPOOU CepIis.

- 3arpo3sa BukupaH4g mipg 4yac I ta II TpumecTpiB BariTHOCTI.

- Bynp-sike 3aXBOpIOBaHHS MaTepi ado miofa, Ipu KoMy 30epeKeHHS BaTiTHOCTI € HeOe3neUyHnM,
HaIPUKIIaM, TAXKKUH CTYIiHb TOKCEMii, BHYTPIlIHbOYTPOOHAa iHGEKIIis, BariHalbHa KPOBOTEYa
BHACJIIJIOK TepeliekaHHs IIalleHTH, eKJIaMIICist abo TsXKKa IpeeKIIaMIICis, BifllapyBaHHS MIalleHTH
abo 31aB/IeHHS TYTIOBUHU.

- BuyTpimuboyTpo6Ha 3arubens mao/a, 1eTaabHi BpoaKeHi aHoMartii B aHaMHe3i a0o jeTanbHi
XPOMOCOMHI aHOMaJTii.

- BbponxianbHa acTMa 3 MigBUILEHOIO YYTIUBICTIO IO CyNbdarTiB.

- 3axXBOPIOBAHHS CEPIEBO-CYOUHHOI CUCTEMHU, 30KpeMa TaxXiapuTMisl, MiOKapAUT, Bafa MiTpalbHOTO
KJIallaHa.



- limepTupeos.
- TaXKI 3aXBOPIOBaHHS II€YiHKU Ta HUPOK.
- 3aKpUTOKYTOBa IJayKoMma.

3acTocyBaHH4 npenaparty ['iHinpan npoTunoka3aHe MallieHTaM, 110 MaloTh 3aXBOPIOBaHHS, Ha TIIi
SKMX 3aCTOCYyBaHHS OeTa-MiMeTHKiB MOXKe MaTH HebaxKaHy Mif0, HallpUKIIaf, JieTeHeBa rinepTeHsis,
3axXBOPIOBAHHS CEPIEBO-CYINHHOI CUCTeMU (TimepTpodidyHa 00CTPYKTHBHA KapAioMionaTisa abo
IepelKoga TOKY KPOBi 3 MiBOT0 IIIYyHOYKA, HAIIPUKIaf, aOPTalbHUM CTEHO3).

B3aemodisn 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

I'anozensmicHi aHecmemuku. BHaCigoK 4OOATKOBOTO @HTUTINIEPTEH3UBHOTO e(PEeKTY MigBUIIYETHCS
PU3UK PO3BUTKY CJIA0KOCTI IOI0T0BOI HiIbHOCTI 3 PO3BUTKOM KpoBoTedi. [ToBimoMisnocs npo
Cepio3Hi mopyIIeHHs IMITYHOYKOBOI'0 PUTMY BHACIIOOK 30i/IbIIEHHS CepleBOi peaKTUBHOCTI IIpU
B3a€EMOIi1 IpenapaTy 3 raJoreHBMiCHUMU aHeCTeTUKaMu.

Tepamito mpemnapaToM He0OXiTHO IPUNIUHUATY MPUHANMHI 3a 6 TOIUH [0 IIPOBeeHHs OyIb-sIKOi
3alJIaHOBaHOI aHeCTe3il 3 3aCTOCYBaHHSIM raJIoT€HBMiCHUX aHECTETUKIB.

Kopmukocmepoiou. KOpTUKOCTEPOIAU [Ji CUCTEMHOTO 3aCTOCYBaHHS 4aCTO NIPpU3HAYal0Th IPU
nepefyacHUX MOJIoTax [Jsg IPUCKOPEeHHS J03piBaHHS JereHb mopaa. [ToBigomMisiiocs mpo HabpsK
JereHb Y XiHOK IIPX OOHOYACHOMY 3aCTOCYBaHHi OeTa-aroHiCTiB Ta KOPTUKOCTEPOIAIB.

KopTtuxocTepoinu 30inbIIyI0Th PiBEeHb I'TIOKO3H B KPOBi Ta MOXKYTh IPU3BOAUTH [0 3MEHIIEHHS PiBHS
KaJIiio y crpoBartii KpoBi. CyMiCHY Tepariio 3 KOpTUKOCTEPOigaMu CJIiff 3aCTOCOBYBATH IIif] IIOCTIMHUM
KOHTPOJIEM Y 3B’SI3KY 3 MiABUIIEHUM PHU3UKOM PO3BUTKY TillepriiikeMil Ta rimokasnieMil (IUB. po3min
«OCc06IUBOCTi 3aCTOCYBAHHS»).

ITpomuodiabemuuHi 3acobu. 3acTocyBaHHs OeTa-arOHICTiB MiABUIIYE PiBeHb TIIOKO3U B KPOBI, 1110
MozKe OyTU iIHTePIIPETOBAHO SIK 3MeHIeHHsS eeKTUBHOCTI npoTuaiabeTuynoi Tepamii. B niit cutyartii
npotugiabeTuyHe JIiKyBaHHS IIOBUHHO OyTH CKOPUTOBaHO (OuB. po3min «OcobmIuBOCTi
3aCTOCYBaHHS»).

3acobu, wo 3meHwWymMb pieeHb Kaaito. 3acToCyBaHHs 6eTa-aroHICTiB OB’ I3aHe 3i 3MEeHIIeHHIM
piBHA KaJtiio B cupoBaTili KpoBi. CyMicHY Tepariio 3 iHIuMu 3aco6aMi, 10 MMiIBUIYIOTh PU3UK
PO3BUTKY TiloKasieMii (TaKUMHU SK [iypeTHUKY, IUTOKCUH, METUJIKCAHTHUHU, KOPTUKOCTEPOIN), CHIif
Ipu3HayvaTH MallieHTaM 3 00ePekHICTIO i TiIbKY MiCJig PeTeNIbHOI OLIHKYU CIIiBBiIHOIIEHHS
PU3UK/KOPUCTD JTiKyBaHHS, 0COONMUBY yBary MPUAiNAIOUY MigBUIIEHMY PU3KUKY PO3BUTKY CEPLEBUX
apUTMiit BHACTiOOK rimokasniemii (muB. po3min «OcoO6nMuBOCTi 3aCTOCYBAHHS»).

THwi 83aemo0ii. HecenekTuBHi OeTa-afmpeH006I0KaTOPH MOCTIab00Th a0 CKaCOBYIOTH Mit0
npenaparty ['iHinparnt.

[HTEeHCUBHICTh HAKOMUYEHHS TIiKOTEeHY B MEYiHIli, CHPUUYNHEHOI0 3aCTOCYBaHHSIM
TTIIOKOKOPTHKOCTEPOIiB, 3HMKYETHCS IIif gi€to nmpemnapary [iHimpar.

He cnip npoBoguTty CyMicHe JIiKyBaHHS 3 CUMIIaTOMIMETHKaMU (CeplieBO-CYAUHHI I IPOTUAaCTMaTUYHI



IpeniapaTy), OCKUIbKY IIOCUIIOETHCS [isd IIperapaTiB Ha CepLeBO-CyIUHHY CUCTEMY Ta MifBUILYETHCS
PU3MK BUHUKHEHHS OOIYHUX peaKlill BHACIIIOK Tepeno3yBaHHS.

[Tpenapart liHinpan He CiIif 3aCTOCOBYBATU CYMiCHO 3 IIpenapaTaMy, 10 MICTSITh aJKaslolou PiXkKKiB, a
TaKOX 13 IIpenapaTamy, 110 MiCTATH KaJibLil, BiTaMiH [, IUTigpOTaxiCcTeposIoM i
MiHepaJIOKOPTUKOIJaMHu.

Oco06.1ue8ocmi 3acmocyeaHHsi.

PimeHHs npo mo4yaTok Teparil mpenapaToM [iHiIpan NIpUuMa€eTLCS MiCNIs PeTeNNbHOL OI[iHKU
CIIiBBITHOLLIEHHS PU3UK/KOPUCTh 3aCTOCYBaHHS.

JIikyBaHHS MPOBOOUTHCS JIUIIE B HAJIEXKHUM YMHOM 00JTaflHAHUX YCTAHOBAX [T 3MiCHEHHS
MIOCTiHOT'0 KOHTPOJIIO 3a CTAHOM 3[00POB’ST MaTepi Ta Ioaa.

[Tpu po3puBi MIigHUX 000JI0HOK 260 PO3KPUTTI MKUUKK MaTKK Oibllle HiXK Ha 4 CM, TOKOJIi3 i3
3aCTOCyBaHHSIM 0eTa-arOHIiCTiB He peKOMEHOBaHUM.

[Tpemnapart liximpan cimig 3 00epexKHICTI0 3aCTOCOBYBATH IIPH TOKOJi3i. BripomoBxk ycworo nepiomy
JiKyBaHHS HEOOXigHO 37ilCHIOBATH KOHTPOJIb 3a (QYHKIII€I0 CepIsl Ta PecripaTopHOi CUCTEMH i
IIPOBOJUTY MOHITOPUHT enekTpokapgiorpamu (EKT).

Crig mocTifiHO IPOBOAMUTY TaKi CIIOCTEPEKEHHS 3a CTAHOM MaTepi Ta, SKIIO e MOXKJIHBO/HE0OXiTHO,
Iopa:

- BUMIPIOBaHHS apTepiajbHOTO TUCKY Ta YaCTOTH CEPIEBUX CKOPOUYEHb;
- npoBengeHHsa EKT;

- IOCIiOKEHHS BOJHO-eJIEKTPOJIITHOTO 6alaHCy 3 METOI0 BUSIBIIEHHST MOXKJIMBOTO PO3BUTKY HAODPSIKY
JIeTeHb;

- BUMIpIOBAHHS PiBHS T'JIIOKO3H Ta JIAaKTATy B KPOBi, 0COGIMBO ¥ XBOPHUX Ha LyKPOBUH miabeT;

- BUMIpIOBAHHS PiBHS KaJlilo, OCKiJTbKY 3aCTOCYyBaHHS 0eTa-arOHICTiB MOXKe CIIPUYUHSATH 3MEHIIIeHHS
PiBHS KaJtilo y CHpOBAaTIIi KPOBi, 1110 30i/IbIIIye pU3UK PO3BUTKY apUTMiil (OuB. po3mdin «B3aemomist 3
iHIMMHM NTiKapCchbKUMM 3aco0aMu Ta iHII BUAM B3aEMOMii»). ITallieHTaM 3a HassBHOCTI TilloOKasieMil 1o
II0YaTKy IIPOBEEeHHS TOKONIITUYHOI Tepallil CJlifg mpr3HayaTH 3aMiCHY Tepalliio IIpernapaTaMy KaJliio
[J15 IIepoPasibHOTO 3aCTOCYBaHHS.

Cnig mpunuHUTH JIIKYBaHHS IIPU MOSIBI CUMIITOMIB imeMii Miokappa (Hanpukian, 6inb y rpyasx abo
3Mminm Ha EKT).

He cnig 3acTocoByBaTu mpemnapar [iHimpasn SK TOKOMiTUYHUH 3aci0 malieHTaM 3i 3HaUHUMHU
dbakTopaMu pu3uKy abo mimo3poio Ha Oymb-siKe 3aXBOPIOBAHHS CEepPLeBO-CYOUHHOI CUCTEMHU B
aHaMHe3i (HanmpuKiaj, TaXiapuTMisi, ceplieBa HefoCTaTHICTh abo Baiy KJlallaHiB CepIlsd; OUB. PO3Mis
«IIpoTunoka3aHHs»). [Ipy BUHUKHEHHI IlepeiyacHO] IOJI0T0BOI OifNIbHOCTI y MaIliEeHTKY 3i
BCTAaHOBJIEHUM a00 Mig03pI0BaHUM CEPIIEBO-CYIUMHHUM 3aXBOPIOBAHHSM JIiKap, SKUM Ma€ OOCBif
PoOOTH 3 TAKUMHU IAIlliEHTaMHU, TOBUHEH OLIHUTH JOLiNbHICTh JTiKyBaHHS IpemapaToM [iHimpan mo
Io4aTKy iHDy3il.



Habpsk nezeHb. 3 ornsioy Ha MOXKIIUBICTh PO3BUTKY HaOPSKY JIeTeHb Ta imeMil Miokapaa y MaTepi min
yac abo micns 3acToCyBaHHS Teparii 6eTa-aroHicTaMu Py epegvyacHUX I0JI0rax, CJIifl BECTH
peTesibHE CIIOCTEPEKEHHS 3a CTAHOM BOJIHO-eJIEKTPOJIITHOTO GanaHcy, GyHKIIE ceplisd Ta
pectipaTopHoi cuctemu. [1allieHTKY 3 YUHHUKAMHU, 1110 T0C/IabIi0l0Th 3aXUCHY 3MaTHICTh OpraHiaMy,
BK/TI04al04YX 0araToIIiiHY BariTHICTh, TillepBojieMilo, HasgBHICTE iH(eKIIii Ta MpeeKIaMIICiio, MalOTh
IiABUIIEHNHN PU3UK PO3BUTKY HaOPSKY JleTeHb. 3aCTOCYBaHHS iH(py30MaTy [ BBeeHHS IIpenapaTy
3aMiCTh BHYTPIITHROBEHHOI iH(y3il 3BOOUTH 40 MiHIMyMy pPHU3UK PO3BUTKY TinepBosneMmil. [1pu nogsi
CUMITOMIB HaOPSIKY jiereHb abo imemii Miokapaa, ocobauBo mpu KoMOiHOBaHiN Teparmii
KOPTHKOCTepoimamMu a00 HasiBHOCTi CYIyTHIX 3aXBOPIOBaHb (3axBOpIOBaHHsA HUPOK, HIII-rectos),
PEKOMEH0BaHO IPUIUHUTH JIiKyBaHHS IpemnapaToM. Citig 00MeXKUTH BXKUBAHHS COJIi.

ApmepiaabHull muck ma uacmoma cepuesux ckopoueHs. [HGy3ist 6eTa-aroHICTIB, SIK IIPABUIIO,
CYTIPOBOMIKYETHCS 30iNIbIIEHHSIM YacTOTH cepliieBux ckopoueHb (UCC) y maTepi Ha 20-50 ynapiB 3a
xBUIMHY. ClIii KOHTPOIIOBATH YaCTOTY MyJIbCY MaTepi Ta y KOXKHOMY KOHKPETHOMY BUMIATKY
PO3TAIIHYTU HEOOXigHICTh KOHTPOTIO TaKoro mifsuiieHHs YCC mIsixoM 3HUXKEHHS 0034 abo BigMiHU
npenapary. fK IpaBuio, MyJibC MaTepl y CTaHi CIIOKO He IOBUHEH NepeBulyBatu 120 ymapis 3a
XBUJIUHY.

AprepianbHuUM TUCK MaTepi mif 4ac iHQy3il MoxkKe gel[o 3HUKYBATUCS; OiaCTOMIYHUN TUCK
3HUKYETHCS Oinbine 3a cucTosmivyHui. [TafiHHS OiacTOMIYHOTO TUCKY, K IIPaBUiIo, epedyBae B
miama3oHi Big 10 mo 20 MM prt. cT. By iHdy3ii Ha YCC nnoga MeHII BUPaXKeHUH, aje MoXKe
crocrepirarucs 30inpienHs Ha 20 yaapiB 3a XBUJIHUHY.

[ITo6 MiHiMi3yBaTH pU3UK BUHMKHEHHS apTepianbHOI rimoTeH3ii, moB’s13aH0l 3 TPOBEOEHHIM
TOKOJIITUYHOI Teparrii, CJIifi BXUTHA 0COOIMBUX 3aX0MiB AJIST YHUKHEHHS IIepeTUCKaHHS BepPXHbOI
TIOPOKHKUCTOI BeHH, TALliEHTKY CJIiJ] PO3MiCTHTH B IOJIOKEHHi JIe3ka4yu TO Ha JIiBOMY, TO Ha IIPaBOMY
6011 TOYEPTroBO BIPOIOBXK iHY3ii.

Llyxposuti diabem. BBemeHHs1 6eTa-aroHiCTiB 3yMOBJIIOE MiBUIIEHHS PiBHS TTIOKO3H B KPOBi. Tomy
CJIifl KOHTPOJIIOBATH PiBEHb TJIIOKO3U Ta JIaKTaTy B KPOBi y BariTHUX, XBOPUX Ha I[yKPOBUH fiabeT, a
TAKO0XK CKOPUTYBaTH JIiKyBaHHS I[yKPOBOTO fia0eTy BiANOBiAHO [0 MOTped XBOPOI Iifl Yac TOKOMi3y

(muB. po3min «B3aeMopmis 3 iHIMUMY JTiKapChbKUMM 3aC00aM¥ Ta iHIII BUOY B3aEMOIii»).

IHwi 3acmepediceHHs. Tlig 9yac TOKOJITUYHOI Teparii i3 3acTocyBaHHAM GeTa-afipeH00I0KaTOPiB
MOXKYTb ITIOCHJIIOBATUCSA CHMIITOMH CyIIyTHBOI MiOTOHIUHOI gucTpo@il. ¥ Takux BUIagKax
PEKOMEHIYEThCS 3aCTOCYyBaHHSA AudeHinTrinanToiny (heHiToIHY).

[TarienTaM i3 MiABUIIEHOO YYTJIUBICTIO 0 CUMIIATOMIMETHKIB Ipenapar ['iHinparn ciin
3aCTOCOBYBaTH Y HU3bKKX iHOWBigyaIbHO MigibpaHuX m03ax IIif MOCTiNHKWM HaTIsg0M JliKaps.

Ockinbku NiKyBaHHS IpenapaToM [iHimpasn Moxe NPUrHidYyBaTU NEPUCTAIbTUKY KALIIEYHUKY (PigKO
CIlocTepiranacs aTOHisl KAIIEYHUKY), CJIi KOHTPOJIIOBATHU PETyJIsipHE BUIIOPOXKHEHHS KUIIEYHUKY
BIIPOMOBXK TOKOIITUYHOI Teparrii.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

Bazimuicmo. TiHinpan npr3HavaloTh A7 3aCTOCYBaHHS y IIepiof BariTHOCTI (OUB. PO3Min
«ITokazaHHI»).

I'odysaHHs 2py00to. [IpenapaT He IpHU3HAYEHUM 10 3aCTOCYBaHHS Y IIepiod rogyBaHHS TPYOOI0, TOMY
BifIMTOBifHI AaHi BigCyTHi.



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 BHYTPILITHLOBEHHOTO CTPYMUHHOTO BBeleHHS a0 iHy3ii.

BkasaHe m03yBaHHS MOXHa 3aCTOCOBYBATH TiJIbKY SIK OPIEHTOBHE, OCKiJIbKYM TOKOJi3 MOTpebye
IHAWBINyaIbHOIO MiAXO0My [0 Nalli€HTKU.

[TouaTok Teparmil npenapaToM ['iHinTpan Mal0Th TPOBOAUTH JIHIIE aKyIIepH/nIikapi 3 HJoCBimoM
3aCTOCYBaHHS TOKOTITUYHUX 3ac00iB. JIiKyBaHHS TPOBOOUTLCS JIUIIE B HAJTEXKHUM YMHOM
o0nagHaHUX YCTaHOBaX IJIS 3iMCHEHHS IOCTIMHOT0 KOHTPOJIIO 3a CTAHOM 3[I0POB’S MaTepi Ta Ijofa.
[Ipemapart 'iHinpan ciifg 3aCTOCOBYBATH SKOMOTr'a paHillle IIiciig AiarH0CTyBaHHSA IepeqdyacHux
II0JIOTiB Ta BUKJIIOYEHHS OyOb-IKUX IIPOTUIIOKA3aHhb 10 3aCTOCYBaHHS IreKCONPeHainy (QUB. PO3Min
«IIpoTunoka3aHusa»).

ITig gac Tepanii npenapaToM HeoOXigHO 3[i¥CHIOBATH HaJIeXHY OLIIHKY CTaHy CEplieBO-CYyAUHHOI
CUCTEMH 3a foromoroio 6e3nepepBHoro MoHiTopyBanHs EKT (muB. po3min «Oco6mauBoCTi
3aCTOCYBaHHS»).

Ilo3yBaHH4.

ITeped nosopomom ns00a 3 nonepeyHo20 NOA0HCEHHS Mma NPu 3aCMOCYBAHHI K eKCmpeH020 3axo0y
npu nepeduyacHux nosa02ax neped MpaHCNOPMYBAHHAM B8ad2iMHOI 00 AIKAPHI.

PexomenpoBana fgo3a - 10 Mkr (1 ammnysna o 2 M) npenapaty ['iHinpan, po34YuH O iH' €Ki,
po3Bemenux y 10 mit 0,9 % po3uumHy HaTpiro xopuny abo 5 % pPo3YKHY TIIIOKO3H, SIKY BBOOSATH
BIIPOMIOBXK 5-10 XBUJIMH BHYTPIIITHROBEHHO. Y pa3i HeoOXiMHOCTI MPOJOBKUTH JIiKYBaHHS IIperiapaToM
liHinpas, KOHIEHTPAT O PO3YMHY A7 iHy3ii.

KopomkouacHe nikyeaHHs nepedudcHUX No02i8 Npu HAsI8HOCMI BKOPOYEHHS i/abo po3kpumms
WulKu Mamxku.

Ha mowatky nikyBaHHS IOYMHAKOTH 31 CTPYMUHHOTO BBefeHHS f03u 10 MKr (1 ammyna mo 2 mi)
(cmioci6 po3BefeHHs OUB. BUllle) 3 Tofasblo0 iHdy3ieo npemnapary 'iHinpan 3i mBugkictio 0,3
MKT/XB.

4K anpTepHATUBHE JTIKyBaHHS MOXKJIMBE 3aCTOCYBaHHA TinbKY iH(y3ii npemapary liHinparn 3i
mBupKicTio 0,3 MKr/xB 6e3 IolepefHbOr0 CTPYMUHHOTO BBeIEeHHS IIpenapary.

BBoguTy BHYTPIIIHBOBEHHO KPAIJIMHHO (IPYU PO3PaxyHKY IIBUOKOCTI BBEEHHS 3 BUKOPUCTAHHAM

3BUYalHuX iHQy3iiHNX cCHCTeM BpaxoByBaTH, 1o 20 kpanesns = 1 mi). HeoOxigHy KinbKiCTh aMITyI
KOHILIEHTPaTy s iHQy3ii po3unauTU B 500 M1 0,9 % po3uuny HaTpito xinopuny abo 5 % po3duHy

TJIIOKO3M.



IIIsudkicmb 88ederHs 0,3 mke/x8:

TTo3a 3arajbHUN KinmbKiCTh Kpallellb/XB [MII/XB
06’eM

25 MKr (1 ammysa mo 5 M) 500 M 120 kparnesnb/xB 6 MJI/XB

50 Mxr (2 amnynu o 5 mn) 500 M 60 Kpamnenb/xB 3 MJI/XB

75 MKT (3 aMIysnu 1mo 5 M) 500 M 40 Kpamenb/xXB 2 MJI/XB

100 MKT (4 aMIymu 110 5 M) 500 mn 30 Kpamenb/xB 1,5 mn/xB

3apeecTpoBaHi OMMHUYHI BUMIQIKXA 3aCTOCYBaHHS reKconpeHaniny y go3i 430 MKT Ha [o0y.
KopomkouacHe niKy8aHHs nepedudcHux nosozie 6e3 8KopoYeHHs abo po3Kkpumms wWullku Mamku.

PexomeHgoBaHa fio3a: Oe3nepepBHa iHPY3ig 0,075 MKr/xB. BBoOguTH BHYTPIIIHEOBEHHO KPAILINHHO
(mpu po3paxyHKyY LIBUAKOCTI BBEIeHHS 3 BUKOPUCTaHHAIM 3BUYaNHUX iHQY3IMHUX CUCTEM
BpaxoByBaty, mo 20 kpanens = 1 mi). HeoOxigHy KinbKicTh aMIys KOHIIEHTPaTy A1 iHdy3ii
po3umauTH B 500 M1 0,9 % po3uuny HaTPilo xIopuny abo 5 % PO3UYUHY TTIOKO3H.

IITsuoxicmv 8eederHs 0,075 mKe/xa:

Ilo3a 3aranpHUN KinbKiCTh Kpalleb/XB [MII/XB
00’eM

25 MKT (1 ammyna mo 5 M) 500 mn 30 Kpanenb/xB 1,5 mn/xB

50 MKr (2 ammynu 1Mo 5 M) 500 M 15 Kparnenb/xB 0,75 MI/xB

Tpueaaicmb AiKYBAHHA.

TpuBasnicTe TOKOJIITUYHOTO JIIKyBaHHS 3aJIeKUTh Bifl iICHYI0UOI'0 CTyIeHs PU3UKY [IepepUBaHHSA
BariTHOCTI (TEHOEHIlid A0 3MeHIIEeHHS iHTepBaJly MiXK IIepeliMaMH, CTaHy IMMUKUA MaTKH) Ta Bif
BHUPaXeHOoCTi mobiunux edekTiB (Hampuknas, 30iIbIIeHHST YaCTOTH CEPIIEBUX CKOPOYeHb). [To0iuni
edekTyu ciif MiHIMi3yBaTH HACKIIbKU 1€ MOXKJIUBO.

TpuBanicTs NiKyBaHHS IIpenapaToM He IIOBMHHA IlepeBUIllyBaTy 48 rofuH, OCKiIbKY aHi AOCTiAXKEHb
CBiYaTh IIPO Te, 110 3a JOIIOMOTOI0 TOKOJIITUYHOI Tepalii BIAa€ThCS BiICTPOYUTH IIOJIOTH Ha Iepion
0o 48 rogus. Y Xo4i paHgoMi30BaHUX KOHTPOJIbOBAHUX AOCTIXKEeHb HE CIIOCTEPIiranaocs CTaTUCTUYHO
3HAUYIIOr0 BIIMBY JIiKyBaHHS mpemnapaToM [iHinpan Ha mepuHaTaIbHY JIeTalbHICTh a60
3aXBOPIOBAHICTE. BimCcTpouyeHHs MOJIOTiB 3a HOITOMOTO0I0 Ipemnaparty ['iHinpan Moxe 6yTu
BUKOPUCTaHE A1 3aCTOCYBaHHS IHIINX 3aXO0[iB, AKi 3HAUHO IOKPALLYOTh [IepruHaTalbHe 300POB .

CneuianvHi 3axo0u 6e3neku npu iH(py3iliHOMYy 88edeHHI npenapamy.

o3y npenapary ciig nigbupatu iHAUBIAyanIbHO 3 YpaXyBaHHSIM 00MeXKY4YUX GaKTOPiB:
IPUTHIYEHHST CKOPOYEHb MaTKH, 30i/bIIIEHHS YaCTOTH MYJIbCY, 3MiHa apTepiasbHOro TUCKY. Crif
peTenbHO KOHTPOJII0BATH LIl IOKA3HUKY ITif yac jikyBaHHs. [lokazHuk YCC MaTepi He ITIOBUHEH
nepesuinyBaTtu 120 ym/xs.

Crnip mocTifiHO TPOBOAUTH [OCIII>KEHHS PiBHA TifpaTallil opraHi3aMy MaTepi 3 MeTOI0 YHUKHEeHHS
MOXKJIMBOTO PO3BUTKY HaOPSKY JiereHsb (guB. po3min «Oco0auBOCTI 3acTocyBaHHS»). O0’€M piguny, 3
SIKUM BBOJISITH IIPeIapar, CIifl 3BeCTH [0 MiHiMyMy. [Ipenapat i BBOOUTH i3 3aCTOCYBaHHIM
KOHTPOJILOBAHOTO iHQY3ifHOT0 MPUCTPOIO, 6axkaHo iHdy3oMaTy.



Himu.

HpenapaT HE HpI/I3Ha‘-IeHI/II;I OJIs1 3aCTOCYBAaHHSA I[iTHM.

Ilepedo3yeanHsi.

CuMiToMaMu epefo3yBaHHs MOXKYTh OyTH: 3HaUHE MiABUIIEHHS YaCTOTU CEPIEBUX CKOPOYEHb Y
XKIHKY, TPeMOp, BifUyTTs cepueOUTTs, TOJOBHUMN Oifb, MITIHUBICTS.

3a3Buuay [Jis YCYHEHHS IIUX CUMIITOMIB OCTaTHbO 3MEHIIIEHHS N03yBaHHA Ipemnaparty. s
YCYHEHHS TSIXKKUX CUMIITOMIB Ilepeio3yBaHHs PEKOMEHAYEThCS 3aCTOCYBAHHST HECeIeKTUBHUX OeTa-
agpeHo6I0KaTOPiB, SIKi KOHKYPEHTHO iHTiOyIOTH fito mpenaparty [inimpar.

ITo6iuni peakuii.

Haiinomupewint Heb6axaHi epekTu npemnaparty ['iHinpan nos’s3axi 3 papMakonorivyHuMu
BJIACTUBOCTSIMU OeTa-MiMeTHKiB. 3 MeTOI0 yCyHeHHST ab0 3MEeHIIIeHHS M0sBY HebaxKaHuX eeKTiB
IIPOBOIATH PETEIbHUY KOHTPOIb TeMOAMHaMIYHNUX ITapaMeTpiB, TaKUX SIK apTepialbHUN TUCK,
YacTOoTa CeplieBUX CKOPOUEHb Ta BifIIOBiAHE KOPUTYBaHHS 03U Ipenaparty. Lli ehexTu 3a3Buyai
3HUKAIOThH MiC/I IPUIMHEHHS 3aCTOCYBaHHA IIpenapary.

Heb6axaHi eekTr 3a 4aCTOTOI0 BUHUKHEHHS KJTaCU(iKyIOTh 32 TAKUMHU KaTETOPisIMHU:

nyxe 4dacto (= 1:10), gacro (= 1:100, < 1:10), Hewacro (= 1:1000, < 1:100), pigko (= 1:10000, <
1:1000), myxe pigko (< 1:10000), HeBimoOMO (YacTOTa He BU3HaYeHa 3a JaHUMH).

3 60Ky eHOOKPUHHOI cucmemu.

HeBigoMmo: mimosmi3.

MemaboaiyHi nopyweHHs.

YacTo: rinokanieMis.*

Pigko: rineprmikemis (6iybin BupakeHa Y XBOPHUX Ha LyKpoBu# miaber).*
3 60Ky Hepesosoi cucmemu.

Ilyxe 4acTo: TpeMop.

Hesigomo: ronoBuu# 0ib, 3a1aMOPOYEHHS, TPUBOXKHICTS.

3 60Ky cepuego-cyOuHHoi cucmemu.

Ilyxe yacTo: Taxikapmis.*

YacTo: BiTuyTTs cepleOuTTs*, 3HUXKEHHS OiaCTOIIYHOT0 TUCKY *, apTepianbHa TinoTeH3is (ous.
po3min «Ocob6IMBOCTI 3aCTOCYBaHHS»). *



Pigko: mopyIneHHs CepIieBOro pUTMy, Hanpuknan GiOpunsilis mepencepms, imemis miokapaa (ous.
po3min «Ocob6uBOCTiI 3aCTOCYBaHHS»)*, mepudepryHa Ba3oguIaTallis*, MIyHOYKOBa
€KCTPaCHCTOJTid.

Hesigomo: 30inblIeHHST CEePIIeBOTO BUKUMY, MiABHUIIEHHS CUCTOIYHOT'0 TUCKY, HEBEJIMKI KOJTMBAHHS
YCC nmoma, CTeHOKapHis.

3 6oky duxaabHoi cucmemu.

HeuacTo: HaOpsK nerens.*

3 60Ky WAYHKOBO-KUWKOBO20 MPAKMY.

Pigko: HypnoTa.

Hesigomo: OmioBaHHS, IPUTHIYEHHS TEePUCTANIbTUKY KUIIEYHUKY, aTOHISI KUIIEeYHUKY.
3 60Ky neuiHku.

HesimoMmo: (TpaH3uUTOPHE) MifBUIIEHHS KOHI[EHTPAallil TpaHCaMiHa3 y CHPOBATII KPOBI.
3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU.

YacTo: miTIuBiCTh.

HesBigoMo: 1mo4epBOHIHHS WIKIPU.

3 60Ky HUPOK ma ceyosusiOHUX WAsAXie.

Hesigomo: 3HUXKeHHS Oiype3y (0co0IMBO Ha ITOYATKOBIiM ¢asi IikyBaHHs), HAaOPSK.

* ITaxi peakiril 6y 3apeecTpoBaHi Ipu 3aCTOCyBaHHi 6eTa-aroHiCTiB KOPOTKOI il B aKylIIepChKil
IIPAKTHIl Ta BBAXKaIOThCS KiacocnenubiyHumMu epekTaMu (quB. po3min «OcoOmuBOCTi

3aCTOCYBaHHS»).

Y nooguHOKUX BUIIaiKaX, 0COGJIMBO y MAIli€HTIB i3 OpOHXiaabHOI0 aCTMOI0, CyIhaTH, 10 MiCTATHCS
y Ipenapati, MOXYThb CIIPOBOKYBATHU PEaKI[ilo rillepyyTIUBOCTI 3 MOKJIIMBUMU CUMIITOMAMU:
HYMIOTa, iapesi, CBUCTSYEe OUXaHHS, TOCTPUM aCTMaTUYHUM Hamaf, IOPYIIeHHs cBimoMocTi abo
oK. ['ocTpoTa MpOSsIBiB faHUX CUMIITOMIB 3aJI€2KUTh Bifl iIHAUBiMyanbHUX 0COOIMBOCTEN OpraHi3My
TaIliEHTa Ta MOXKe ITPU3BECTH [0 HeOe3meUHUX IS XKUTTS XBOPOT'0 HACIigKIB.

Llyxposuti diabem. fAk1o mooru BigGyBaloThCsl 6€3M0CEPEeNHbO MiCIsT KOPOTKOYACHOTO JTiKYBaHHS
IIperapaToM, CJIi[l CIIOCTepiraTv 3a HOBOHAPOXKEHUM Ha HasBHICTh O3HAK TiMOTIIiKeMil, OCKiIbKHU
reKCOIIpeHasliH MoXKe IIPU3BOAUTH [0 MiABUILEHHS PiBHA IJIIOKO3U Ta IHCYJIiHY B KPOBi MaTepi. Takoxk
CJIifi BpaxyBaTU MOXKJIMBICTh PO3BUTKY alli03y Y HOBOHAPOAXKEHUX y 3B’I3KYy 3 MOXKJIMBUM
IIPOHUKHEHHSIM KHUCINX MeTaboIiTiB Yepes IIalleHTy (JTaKTaTy, KETOHOBUX Til).

Y pigkux BHIlafiKax BHACIIOOK il HaTpito MeTabicynbdiTy, 110 MiCTUTHCS y IIpenapaTi, MOXKIUBUN
PO3BUTOK TAKKHUX peakKllil rimepuyTIuBOCTI Ta OPOHXOCIa3My.

Tepmin npudamuocmi.



3 pPOKH.

BimHOBneHui#t po34uMH: XiMiyHa Ta ¢izMyHa CTaOINBHICTH BiMHOBIEHOTO PO3YMHY IiCHA
PO3BefeHHsA

(0,9 % po3umHOM HaTpito xynopuay abo 5 % po3YMHOM TJII0KO03M) Oyjia MpofeMOHCTPOBaHa
IPOTSTOM

24 ropuH npu Temnepatypi 15-25 2C. 3 mikpobionorigHoi TOYKM 30py Npemnapar Cifi 3aCTOCOBYyBaTH
HeralHo. Y BUIIa[IKy HEBUKOPUCTAHHS 0fpa3y TEPMiH Ta yMOBH 30epiraHHs BiTHOBJIEHOTO PO3YNHY
110 MOTO 3aCTOCYBaHHS € BiAIOBigaIbHICTIO KOPACTyBaya.

YMmoBH 30epirannsi.
30epiratu B OpuriHanbHiM yIIaKOBIi IpU TeMmepaTypi He Buiile 25 °C.

30epiratu y HEJOCTYIIHOMY OJIst miTe Mici!

HecymicHicmo.

CynbdiT € BUCOKOAKTUBHAM KOMIIOHEHTOM, TOMY CJIii yTPUMaTHUCS Bifi 3MilllyBaHHS IIpenapary
lininpan 3 iHmuMu po3unHaMmy, KpiM 0,9 % po34yuHy HATpito XJIOpUny i 5 % po3uuHy IJII0KO3U.

YnakoBka.

[To 5 M7 B ammyJIi; o 5 aMImyJs y KapTOHHiN KOpoOiIi.

Kareropis Bigmycky.

3a pelLemnToM.

BupoOHHK.

Takema ABctpis 'M6X, ABctpisi/ Takeda Austria GmbH, Austria.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaKeHHsI Tis/IbHOCTI.

Cr. [Terep-IlITpacce 25, 4020 Jlinn, ABctpis/ St. Peter-Strasse 25, 4020 Linz, Austria.



