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IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

CIHINPA
(GYNIPRAL®)

Cknap:

Aitoya pevosmHa: hexoprenaling;

1 amnyna no 2 mn mictutb 0,01 Mr rekconpeHaniHy cynbgary;

AOMOMI>KHI PeyYoBMHU: HaTpito MeTabicynbdiT (E 223); AgnHATpPItO efeTaT; HaTpito X1opua,; KMCNoTa cipyaHa, po3sedeHa (418 kopuryeaHHsa pH); Boga ans iH’ekuii.

NikapcbKa thopma. Po3umH ans iH’ekuii.
OCHOBHI (0i3MKO-XiMi4Hi BNaCTUBOCTI: NP030pwii, 6e36apBHUIA PO3UNH.

dapmakoTepaneBTUYHaA rpyrna. 3acobu, WO BMNMBAKOTL Ha CeYyocTaTeBy CUCTEMY Ta CTaTeBi FOPMOHW. IHWI 3acobu, WO 3aCTOCOBYKOTb Y TFIHEKOMOTIT.
CMMNaToOMIMETMKM, LLIO MPUTHIYYHOTL CKOPOUYYBa/lbHY aKTUBHICTb MaTkn. Kog ATX G02C A.

dapmMakosoriyHi BNacTmBOCTI.

PapmakonHamika.

MpenapaT [iHiNpan € CeNeKTMBHUM 6eTa-2-CUMMNATOMIMETUKOM, L0 po3cnabnioe M’a3v MaTku. Tlig snavsom npenapaty [MiHINpas 3MeHLYeTbCA abo
MPUrHIYYETLCA YacToTa Ta IHTEHCUBHICTb CKOPOYeHb MaTKW. [lpenmapaT MPWrHiYye CMOHTaHHI, a TaKoX CMpPUYMHEHI OKCUTOLMHOM MOSIOrOBi Nepenmu.
TOKONITUYHWI eheKT PO3BMBAETLCA Yepe3 3—15 XBUIMH NiC/s BHYTPILLHLOBEHHOMO BBEAEHHS Npenapaty Ta Tpusae NpubansHo 30 XBUANH. MakcuMaibHUI edhekT
LloCAraeTbea yepes 12—18 XBUUH.

PapmakoKiHe TuKa.

Posnogin. JaHux BiLHOCHO pO3MNOAiNy npenaparty Yy MOACLKOMY OpraHi3Mi Hemae. 3a AaHuMU JOKNIHIYHUX AOCNILKEeHb BUCOKA KOHLEHTpaLia rekconpeHaniHy
nicna BHYTPILLUHLOBEHHOIO 3aCTOCYBaHHA Npenaparty CrocTepiracTbCs Y nediHui, HUPKax, CKeIETHUX M’A3aX; HMXYa KOHLEHTpaLisa — Y MO3KY Ta MiOKapAi.
MeTabonism. [ekconpeHasliH ~ MeTaboMi3yeTbCa  3a  paxyHOK  Katexon-O-meTuntpaHcepas B MOHO-3-O-MeTun-rekconpeHaniH — T1a  gu-3-
O-MeTuN-rekcornpeHatiH.

EnimiHauis. Micna BHYTPILLHbOBEHHOIO 3aCTOCYBaHHA 6/113bK0 44 % npenapaty BUAINAETLCS 13 ceyveto i 5 % — 3 (hekaniamm BNpoAoBX 24 roguH 1a 54 % i 15,5
% BiANOBIAHO BNPOAOBX 8 AHIB. Ha no4yaTKOBOMY eTani BiNlbHWIA FeKconpeHaniH, ABa MeTUIbOBaHUX METaboniTh, a TakoX 1X Cynb(aTHI Ta rNHOKYPOHiaHI
CMOMYyKN He BUAINAKTLCA i3 ceyeto. Yepe3 48 roauH nicns 3acToCyBaHHA MpenapaTty B Cedi BUABMAETHCA Nue MeTaboniT am-3-O-MeTus-rekconpeHanix.


mailto:

HeBenvka KinbkicTb npenapaty (65m3bko 10 %) BUBOAUTLCA i3 XOBYKO 3a3BUYaii y BUrAagi cnonyk O-MeTWboBaHWX MeTabonitie. 3 ornsgy Ha Te, WO 3
(hekanisiMn BMBOAMTLCA HMXKYA 032 NpenapaTy, HiXX EKCKPETYETLCA i3 XKOBYIO, [iedKa YacTMHa npenaparty peabcopbyeTbes .

KniHIYHI XapaKTepuUCcTUKMN.

Noka3aHHA.

- KopoTkoyacHe nikyBaHHA HeyCK/afHeHoro nepebiry nepeg4acHMX nosoris:
MPUrHIYEHHS CKOPOT/IMBOT aKTMBHOCTI MaTKW Yy MauieHTOK 3 TepMiHOM BariTHOCTI Bif 22 [0 37 TWXKHIB 3a BIACYTHOCTI MeAWYHWX ab0 TiHEKOMOriYHUX
NPOTMMNOKa3aHb 40 NPOBEAEHHS TOKONITUYHOT Tepanit.

- Mepef, NOBOPOTOM M/104a 3 NOMNEPEYHOTO NMOMOXKEHHS.

- $IK eKCTpeHuiA 3axi npy nepefyacHNX nonorax nepes TpaHCnopTyBaHHAM BariTHOT 40 fliKapHi.

MpoTnnNoKasaHHA.

- MigsuLweHa YyTAMBICTb A0 rekcanpeHasiHy abo [0 6yAb-KOro KOMMOHEHTa npenapary.

- HasBHiCTb Oy/ib-AKOro3axBOpHOBaHHA L0 22 TUXKHIB BariTHOCTI.

- 3acTocyBaHHA npenapaty K TOKOMITUYHOMO 3ac00y MauieHTaMm i3 iluemMiyHO0 XBOPO6OKD cepus B aHamHesi abo nauieHTaMm i3 iCTOTHUMM (haKTopamMu pU3NKY
PO3BUTKY iLLIEMIYHOT XBOPOOM cepLis.

- 3arposa BukugHa nig yac | ta 1l TpumecTpis BaritHOCTI.

- byapb-Ke 3aXBOpHOBaHHA Matepi abo nnoga, Npu KoMy 36epeXkeHHs BariTHOCTI € Hebe3neYHNM, Hanpuknag, TSHKKWUIA CTYNiHb TOKCEeMIT, BHYTPILLIHbOYTPOOHa
iH(beKLis, BariHa/lbHa KpOBOTEYa BHAC/IAOK NePeasiexaHHs naaleHTy, eknamncis abo TsKka npeeknamncis, BigwapyBaHHs NnaueHT abo 34aBneHHs NyrnoBUHN.

- BHyTpiWwHbOYTPO6Ha 3arnbenb nnoja, netaibHi BPOoLKeHi aHOManii B aHaMmHe3i abo neTasibHi XpPOMOCOMHI aHOMatii.

- bpoHxianbHa actma 3 nNiABULLEHOI YYTAMBICTIO A0 CYNb(aTiB.

- 3aXBOPHOBAHHSA CEPLIEBO-CYAMHHOT CUCTEMU, 30KPeMa TaxiapuTmis, MIOKapauT, Bafa MITPa/lbHOro KnanaHa.

- IinepTupeos.

- TSXKI 32XBOPHOBAHHSA MEYiHKM Ta HUPOK.

- 3aKpMTOKYTOBA INayKoma.

3acTocyBaHHA npenapaty lMiHiNpan npoTunokasaHe NauieHTam, WO MatTb 3aXBOPHOBAHHSA, Ha T/1i IKMX 3aCTOCYBaHHS GeTa-MiMETUKIB MOXE MaTh HebaxaHy fito,

HanpwKnag, nereHesa rinepTeHsis, 3aXBOPIOBaHHA CepLEBO-CYAUHHOT cUCTeMU (rinepTpodivyHa 06CTPYKTMBHA KapaioMionaTisa abo nepeLLKoa TOKy KpoBi 3 /1iBOro

LLTYHOUKA, HanpuKiag, aopTaibHUIN CTEHO3).

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLWi BUAW B3aEMOSINA.

["anoreHBMiCHI aHeCTeTWKN. BHacnigoK A40AaTKOBOIO aHTUIiNePTEH3UBHOMO e(heKTy NiABULLYETHCA PU3NK PO3BMTKY CNabKOCTI MOMOroBoi Ais/IbHOCTI 3 PO3BUTKOM
KpoBoTeui. MoBIAOMNANOCA NPO CEPMNO3HI MOPYLUEHHS LUYHOUYKOBOIO PUTMY BHAC/IAOK 30iNblUEHHS CepLeBOl peakTMBHOCTI MpW B3aEMOAii npenapaty 3
ranoreHBMiCHUMY aHecTeTUKaMMU.

Tepanito npenapatoM HeoOXifHO NPUMNUHUTK MPUHANMHI 32 6 TOAWMH O MPOBeAEHHA Oy[b-AKOT 3aniaHOBaHOI aHecTesil 3 3aCTOCYBaHHSAM raloreHBMICHMX
aHeCTeTUKIB.

KopTukocTepoign. KopTrKocTepoign Ans CUCTEMHOrO 3aCTOCYBaHHA 4acTO MpW3HayaloTb NpU nepefyacHUX nosorax A/is NPUCKOPEHHs L03piBaHHSA fereHb
nnoga. Mosigomnsnocs npo Habpsk fiereHb Yy XIiHOK Npy 04HOYAaCHOMY 3aCTOCYBaHHI 6eTa-aroHICTiB Ta KOPTUKOCTEPOIAiB.

KopTtukocTepoigy 36inbLUYOTh PiBEHb [/HOKO3M B KPOBI Ta MOXYTb MPU3BOAMTU [0 3MEHLUEHHSA PIBHA Kaniito y cuposaTui Kposi. CymicHy Tepamito 3



KOPTMKOCTEpOigamMu Cnif 3acTocoByBaTV Mif MOCTIIHUM KOHTPO/EM Y 3B’A3KY 3 MiABULLEHWM PU3MKOM PO3BUTKY rinepriikemii Ta rinokaniemii (4ue. po3ain
«Oc061MBOCTI 3aCTOCYBaHHS).

MpoTugiabeTnuHi 3acobu. 3acTocyBaHHA 6eTa-aroHICTIB MigBULLYE PiBeHb HOKO3M B KPOBI, O MOXe OyTW iHTepnpeToBaHO SK 3MEHLUEHHS e(DEeKTUBHOCTI
npoTugiabeTnyHoi Tepanii. B Wil cuTyauii npoTmaiabeTuyHe NikyBaHHS MOBUHHO 6y TW CKOpUroBaHo (AMB. po3ain «Ocob6aMBOCTI 3aCTOCYBaHHS»).

3acobu, WO 3MeHLLYHTb PiBeHb Kasito. 3acTOCyBaHHSA GeTa-aroHICTiB MOB’A3aHe 3i 3MEeHLLEHHAM PiBHA Kanito B cuposatli Kposi. CymicHy Tepanito 3 iHWMMK
3acobamu, WO NiABULLYIOTb PU3MK PO3BUTKY TiMOKafieMiT (TaKUMU SK AiyPeTUKWN, AUTOKCUH, METUIKCAHTUHW, KOPTUKOCTePOign), CNif Npu3HayaTn nawieHTam 3
06epeXHICTIO | TiNbKX MicNA peTenbHOT OLiHKM CMiBBIAHOLWEHHA PU3NK/KOPUCTb NliKyBaHHA, 0CO6GMMBY yBary NpuAinstoun nigBuweHMYy pUsmMKy POo3BUTKY
CepLeBMX apuTMild BHACNifOK rinokaniemii (gue. po3gin «Oco6MBOCTI 3aCTOCYBaHHS).

IHWi B3aemopii. HecenekTneHi 6eTa-afpeH0610KaTopn NOCNabnoTb abo CKacoBYHOTL Aito npenapaty [MiHinparn.

IHTEHCUBHICTb HAKOMUYEHHS INiKOreHy B neYiHui, CNPUYNHEHOr0 3aCTOCYBaHHSAM IIFOKOKOPTUKOCTEPOIAIB 3HVKYETLCA Mif dieto npenapaTy [MiHinparn.

He cnig npoBoAgnTV CyMiCHe NiKyBaHHA 3 CUMMaTOMIMEeTUKaMu (CepLEBO-CYAMHHI | NpOTUaCcTMaTUYHI npenapartu), OCKiNIbKU MOCUNIOETLCA AiA npenapaTiB Ha
CEpLIEBO-CYANHHY CUCTEMY Ta NiABULLYETHCA PU3MK BUHUKHEHHS NOBIYHMX peakLild BHACNiA0K nepefo3yBaHHS.

Mpenapat iHiNpan He cnif 3acTOCOBYBAaTW CYMICHO 3 MpenapaTtamMu, WO MICTATb aflKanoign piXKiB, a TakoX i3 npenapatamu, WO MICTATb Kanbuil, BiTamiH [,
AUriapoTaxicTeponom i MiHepasoKoOpTUKOILaMMN.

Oco6MBOCTI 3aCTOCYBaHHS.

PilleHHsa Npo noyaTok Tepanii npenapatoM [CiHinpan npuitMaeTbes Nicns peTebHOT OLiHKY CNiBBIAHOLLEHHSA PU3NK/KOPUCTb 3aCTOCYBaHHS.

NiKyBaHHSA NPOBOAUTLCSA NMLLE B HUTEXHUM YNHOM 06/1aiHAHNX YCTAHOBAX A8 34INCHEHHSA NMOCTIMHOro KOHTPOJIHO 3a CTaHOM 3[0pOB’A MaTepi Ta nnoja.

Mpw po3puBi NNigHUX 06010HOK ab0 PO3KPUTTI LUMINKM MaTKK GiflbLUe HiX Ha 4 CM, TOKO/i3 i3 3aCTOCYBaHHAM GeTa-aroHiCTiB He peKOMeH0BaHWiA.

MpenapaT [iHiNpan cnifg 3 06epeXXHICTIO 3aCTOCOBYBaTV MPKU TOKONI3i. BNpoaoBX ycboro nepiody NikyBaHHS HEOOXiAHO 34iACHIOBATM KOHTPO/b 3a (DYHKLIE

cepus Ta pecnipaToOpHOI CUCTEMMW | MPOBOAUTIN MOHITOPUHT enekTpokapgiorpamu (EKI).

Cnipg NoCTiNHO NPOBOAMTYM TaKi CMOCTEPEXEHHA 3a CTAaHOM MaTepi Ta, AKLLO Lie MOXI1MBO/HeobXigHO, Nnoja:

- BUMipIOBaHHA apTepiasibHOro TUCKY Ta YacTOTU CEPLLEBUX CKOPOYEHb;

- npoBefeHHA EKT;

- [OCNiPKEHHSA BOLHO-E/IEKTPONITHOrO 6anaHCy 3 METO BUABIEHHSA MOX/IMBOIO PO3BUTKY HAOPSAKY NereHb;

- BUMIpIOBaHHS PiBHS rNHOKO3M Ta NlaKTaTy B KPOBi, 0CO6/IMBO Yy XBOPUX Ha LlyKPOBWUIA fiabeT;

- BUMIpIOBaHHS PiBHA Kanito, OCKiflbKN 3aCTOCYBaHHA 6GeTa-aroHiCTIB MOXE CMPUYMHATY 3MEHLLEHHS PIBHA Kailo y CupoBaTtLi KPOBi, L0 30i/bLUYE PU3UK
PO3BUTKY apuUTMili (auB. po3gin «B3aemogis 3 iHWMMK iKapCbKUMK 3acobamu Ta iHLWWI BUAM B3aEMOfiN»). MalieHTam 3a HasBHOCTI Finokaniemii go noyarky
NPoBeAeHHA TOKONITUYHOT Tepanii cnif npu3HayaT 3amicHy Tepanito npenaparamu Kasito 418 NepopaibHOro 3acToCyBaHHS.

Cnig NpUNUHATK NiKYBaHHA NPW MosiBi CUMNTOMIB iLLeMIT MioKapza (Hanpuknag, 6ib y rpyasx abo 3miHu Ha EKT).

He cnig 3actocoByBaTh npenapat [iHiNpan fK TOKONITUYHWUIA 3aci6 MauieHTam 3i 3HaYHMMK (hakTopaMu pUsnKy abo Migo3poro Ha Oyab-sSiKe 3aXBOPHOBAHHS

CepLEeBO-CYAMHHOI CUCTEMW B aHamHesi (Hanpuknag, TaxiapuTmis, cepueBa HefoCTaTHICTL abo Bafu KnanaHiB cepus; AMB. po3fin «poTunokasaHHs»). Mpu

BUHWUKHEHHI MepeayacHOl NoaoroBol Ais/IbHOCTI Yy NaLieHTKN 3i BCTAHOB/IEHUM abo Nifo3pHoBaHNM CepLEBO-CYAMHHMM 3aXBOPHOBAHHAM fiKap, AKUA Mae AOCBIf

pob0oTY 3 TaKMMU NaLjieHTamn, NOBUHEH OLIHUTY AOLINBHICTb NiKyBaHHA npenapaToM [CiHinpan Ao novatky iHQys3il.

Habpsik nereHb. 3 ornsagy Ha MOXMBICTb PO3BUTKY HabpsiKy flereHb Ta ileMii Miokapga y mMaTepi nig yac abo nicns 3actocyBaHHS Tepanii 6eTa-aroHictamu npu

repefyvacHuX nonorax, c/if BeCTU peTesibHe COCTEPEXEHHS 3a CTaHOM BOLHO-e/1eKTPOITHOro 6anaHcy, PyHKLUIE cepus Ta pecnipaTopHOi cUcTeMu. MalieHTKu

3 UYMHHUKaMWK, WO NocnabnorTb 3aXMCHY 3[aTHICTb OpraHiaMy, BKIKOYatoun GaratonnifHy BariTHICTb, FiNepBOEMIIO, HAsiBHICTb IH(EKLIT Ta Npeeknamrcito,

MaroTb MiABULLEHUIA PU3NK PO3BUTKY HabpsKy flereHb. 3acToCyBaHHA iH(y30MaTy A1 BBEAEHHS Mpenapaty 3amiCTb BHYTPILLUHbOBEHHOT iH(Y3ii 3B0AWTb [0



MiHIMYMY pU3MK PO3BUTKY rinepsosiemii. Mpu nossi cMMNTOMIB HabpsiKy nereHb abo iemii Miokapaa, 0co611MBO Npy KOMGIHOBaHI Tepanii KopTUKocTepoigamu
abo HasBHOCTI CYMyTHIX 3aXBOPIOBaHb (3aXBOPHOBAHHA HUPOK, HII-recrtos), peKoMeHL0BaHO MPUMUHUTKL NiKyBaHHA npenapatom. Cnij 06MeXuTn BXMBaHHA
Cofi.

ApTepiaibHuii TUCK Ta YacToTa CepLeBnX CKOpodeHb. IHGy3isa GeTa-aroHICTiB, K NpaBUIo, CYNPOBOMKYETHCSA 36i/bLUEHHAM 4acTOTM CEpPLEBUX CKOPOYEHb
(UCC) y matepi Ha 20-50 ypgapis 3a XBUANHY. Cnif, KOHTPONKOBATW YaCTOTY My/bCY MaTepi Ta Yy KOXXHOMY KOHKPETHOMY BMMAaAKy PO3rsiHYTU HeOOXiAHICTb
KOHTPONO Takoro nigsueHHs YCC Wagxom 3HYXKeHHs fo3v abo BigMIHM npenapaTy. HK npasusio, nysnbC MaTepi y CTaHi COKOK He MOBKHeH nepesuLlysaTy 120
y[apiB 3a XBU/IVHY.

ApTepianbHUA TUCK MaTepi Nif Yac iHGY3iT MOXe [AELLL0 3HMXKYBATUCA; AiaCTONIYHMI TUCK 3HMXKYETLCA GifbLUe 3a CUCTONIYHMIA. MafiHHA 4iaCTONIYHOrO TUCKY, 5K
npasuno, nepedysae B AianasoHi Big 10 go 20 MM pT. cT. Bname iHgy3ii Ha UCC nnoga MeHL BUPaXXeHWI, ane MOXe cnocTepiratucst 36inblieHHs Ha 20 yaapis
3a XBUJINHY.

LLl06 mMiHIMI3yBaTN PU3NK BUHUKHEHHSA apTepiabHOT MinoTeHsii, MoB’A3aH0i 3 MPOBEAEHHAM TOKONITUYHOT Tepanii, CMif BXUTN 0COBMBUX 3aX04iB A/ YHUKHEHHS
MepeTUCKaHHA BEPXHbOT MOPOXHWCTOT BEHW, MaLiEHTKY C/iJ PO3MICTUTI B MOJIOXKEHHI /IeXKayun TO Ha JIIBOMY, TO Ha NPaBoMy 60Lji MOYeproBo BNPOLOBX IHPY3IT.
LlykpoBuin fiabeT. BBefeHHsI 6eTa-aroHICTIB 3YMOB/IIOE MiJBUWLLEHHS PIBHSA THOKO3M B KPOBI. TOMY CNif, KOHTPONOBATW PiBEHb NHOKO3U Ta NakTaTy B KPOBI Y
BariTHWX, XBOPUX Ha LYYKPOBWIA fiabeT, a TakoX CKOpUryBaTu fliKyBaHHS LlyKpOBOro Aiabety BignoBiAHO A0 NOTpe6 XBOPOT Mif 4vac TOKONi3y (AuB. po3ain
«B3aemogis 3 iHW1MKM NiKapCbKUMK 3aC06aMK Ta iHLWI BUAW B3aEMOSIN»).

IHWi 3acTepe>keHHs. MMifg yac TOKOMITUYHOT Tepanii i3 3acToCyBaHHAM OeTa-afpeH06/10KaToPiB MOXYTb MOCUIKOBATUCA CUMMTOMU CYNYyTHbOT MIOTOHIYHOI
AUCTPOIT. Y TakuX BUMNaAKax peKOMeHAYETbCA 3aCTOCYBaHHA ANGEHINTIAaHTOTHY ((heHITOTHY).

MayieHTaM i3 MigBULLEHOK YYTNMBICTIO [0 CMMNATOMIMETMKIB npenapaT [iHiNpan cnif 3acTOCOBYBaTW Y HU3bKMX IHAMBIAYanbHO MigibpaHMx [go3ax nif
MOCTIHUM Hars40M Nikaps.

OcKinbKn NikyBaHHA npenapaTtom [MiHinpas MoXe MpUrHivyBaTy NepUCTaibTUKY KULIEeYHWKY (PILKO CrocTepiranacs aTtoHif KULLIEYHWKY), CNif KOHTPONBaTK
perynsipHe BUNOPOXXHEHHSA KULLEYHWKY BNPOAOBX TOKONITUYHOI Tepanii.

3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHs rpyato.
BariTHicTb. NHiNpan npusHavatoTb N5 3aCTOCYBaHHS Yy Nepiog BariTHOCTI (AMB. po3ain «okasaHH:»).
CofyBaHHA rpyaato. Mpenapat He NPU3HaYeHWiA O 3aCTOCYBaHHSA Y Nepiof rofyBaHHA rpyALt0, TOMY BigMnoBifHI AaHi BiACYTHI.

30aTHICTb BNAMBATM Ha LUBUAKICTb peakLii npy KepyBaHHi aBTOTPaHCNopTOM abo iHLLIUMU MexaHi3MaMu.
Mpenapat He Mae ab0 Mae He3HAYHWI BNIMB Ha LLIBMAKICTb peakLii Npy KepyBaHHi aBTOTPaHCMOPTOM abo iHLWIMMKU MeXaHi3MaMMu.

Cniocib 3acTocyBaHHA Ta [03W.

[N BHYTPILLHLOBEHHOIO CTPYMUHHOIO BBEAEHHS abo IHAY3il.

BkasaHe 403yBaHHS MOXKHa 3aCTOCOBYBATU TifIbKM KK OPIEHTOBHE, OCKIi/IbKM TOKO/i3 NOTPebye iHAMBIAYaNbHOr0 MigXxoay A0 NauieHTKN.

MouaTok Tepanii npenaparoM [MiHiNpas MatoTb MPOBOAUTM NNLLE aKyLLepwu/nikapi 3 LOCBIAOM 3aCTOCYBaHHSA TOKOMITUYHNX 3aC06iB. J1iKyBaHHS NPOBOAUTLCA INLLIE
B HA/IEXXHUM YMHOM 06/1alHaHMX YCTaHOBax A1 34iICHEHHS MOCTIMHOIO KOHTPOJIHO 3a CTaHOM 30pOB’s MaTepi Ta noga.

MpenapaT [iHiNpan cnig 3acToCOBYBAaTM SKOMOra paHille mMicns AiarHOCTYBaHHA MepeAyvyacHMX MOMOriB Ta BUK/OYEHHS Oyab-AKMX MNPOTUMNOKasaHb A0
3aCTOCYBaHHA rekconpeHasniHy (auB. po3gin «poTunoKasaHH:»).

MMig vac Tepanii npenapaTom HeobOXigHO 3M4IMCHIOBATU HaNEXHY OLLiHKY CTaHy CepLeBO-CYAMHHOT CUCTEMU 3a AONOMOror 6e3nepepBHOro MoHiTopyBaHHsS EKI
(ams. po3gin «OcobAMBOCTI 3aCTOCYBAHHS).



L[03yBaHHS.

Mepes NOBOPOTOM M/IOAA 3 MOMEPEYHOTO NOMOXKEHHA Ta NpK 3aCTOCYBaHHI Y AKOCTI EKCTPEHOro 3axody Npu nepefyacHuxX nonorax nepes TPaHCNoOpTYBaHHAM
BariTHOI 0 NiKapHI.

PekomeHzoBaHa fo3a — 10 MKr (1 amnyna no 2 mn) npenaparty [iHinpan, po3segeHux y 10 mna 0,9 % po3umnHi HaTpito xnopuay abo 5 % po3uuHi r1oKo3u, BBOAUTH
BNPOAOBX 5-10 XBUANH BHYTPILLIHLOBEHHO. Y pa3i HeOOXiAHOCTI NPOAOBXUTM NiKyBaHHS npenapaTtom MiHinpan, KOHUEHTPAT A4/ PO3UUHY AN iHQY3iN.
KopoTKouacHe nikyBaHHSA nepeayacHuX nosoris Npy HasgBHOCT | BKOPOUEHHS /260 PO3KPUT TA LLMAKN MaTKU.

Ha novatky nikyBaHHS NMOYMHAKOTb i3 CTPYMUHHOrO BBefAeHHs fo3n 10 mkr (1 amnyna no 2 mn) (cnocié po3BefeHHs AMB. BULLE) 3 MOAA/bLLOK iH(DY3IEHD
npenapaty lMiHinpan 3i wengakictio 0,3 MKr/Xs.

FK anbTepHaTMBHE NliKyBaHHS MOX/MBE 3aCTOCYBaHHSA TiNbKW iH(Y3ii npenapaty [iHinpan 3i wemakicTio 0,3 MKr/xB 6e3 nonepegHLOro CTPYMUHHOTO BBEAEHHS
npenapary.

BBOAWTUN BHYTPILLHLOBEHHO KpanjMHHO (NpW po3paxyHKY LIBUAKOCTI BBEAEHHS 3 BUKOPUCTAHHSAM 3BUYaHUX IHPY3IMHUX CUCTEM BpaxoByBaTH, Lo 20 Kpanesb =
1 mn). HeobXigHY KiflbKiCTb aMny KOHLEHTPaTY Ans iHgy3iii po3unHuT B 500 Mn 0,9 % po3umHy HaTpito Xnopuay abo 5 % po3urHi rHKo3N.

LLBnakicTb BBeAeHHA 0,3 MKr/XB:

[Jo3sa 3araibHuil 06°em | KifnbKicTb Kpanesb/xB MN/XB
25 mkr (1 amnyna no 5 mn) 500 m 120 kpanesnb/xB 6 MJ1/XB
50 mkr (2 amnynv no 5 mn) 500 mn 60 Kpanesnb/xB 3 mn/xs
75 MKr (3 amnynv no 5 mn) 500 mn 40 Kkpanenb/xs 2 mMn/xs
100 mkr (4 amnynu no 5 mn) 500 mn 30 Kpanesb/xB 1,5 mn/xs

3apeecTpoBaHi OAMHWYHI BUNaKM 3aCTOCYBaHHS rekconpeHaniny y fosi 430 MKr Ha 006y .

KopoTKouacHe nikyBaHHSA nepeayacHuX nosoris 6e3 BKOPOUEHHs ab0 PO3KPUT TA LLIMAKNA MaTKU.

PekomeHaoBaHa fo3a: 6e3nepepsHa iHy3ia 0,075 MKr/xs. BBOAUTM BHYTPILUHbOBEHHO KPar/IMHHO (MpY pO3paxyHKY LUBUAKOCTI BBEAEHHS 3 BUKOPUCTAHHAM
3BUYANHUX IHDY3iIMHUX CUCTEM BpaxoByBaTH, Wwo 20 kpanenb = 1 Mn). HeobxigHY KinbKiCTb aMny/ KOHUEHTpaTy Ans iHQys3ii po3unHuTy B 500 M 0,9 % po3umHy

HaTpito xnopuay abo 5 % po3unHy rKo3N.
LLiBnakicTb BBegeHHa 0,075 MKr/xB:

[o3a 3arasibHuin 06°em | KifnbKicTb Kpanesb/XB MA/XB
25 mkr (1 amnyna no 5 mn) 500 mn 30 Kpanesnb/xB 1,5 mn/xB
50 mkr (2 amnynu no 5 mn) 500 mn 15 Kpanens/xs 0,75 mn/xB

TpuBanicTb NliKyBaHHS.

TpmBanicTb TOKOMITUYHOIO NiKYBaHHSA 3a/1€XKNTb Bif] ICHYHOUOr0 CTYMEHS PU3MKY NepeprBaHHs BariTHOCTI (TEHAEHLLIS [0 3MEHLLEHHS iHTepBany MiX nepemnmamu,
CTaHy LUMAKM MaTKW) Ta Bif BUPaXKEHOCTI MOGIYHWX eheKTiB (Hanpuknag, 36iMblUeHHS YacTOTU CepLeBMX CKOpOYeHb). MobiYHI eekTy cnif MiHiMizyBaTu
HaCKI/IbK/ Lie MOX/TBO.

TpuBanicTb NikyBaHHS NpenapaTom He NOBMHHA NepeBuLLYBaTh 48 rofnH, OCKiNbKN AaHi JOCNifKeHb CBiAYaTb Mpo Te, WO 3a AONOMOro TOKONITUYHOT Tepanii
BAAETLCA BIACTPOUNTM NONOIY Ha Mepiog A0 48 rofuH. Y XoAi paHAO0MI30BaHMX KOHTPOIbOBAHUX AOCNIAKEHb HE CNOCTepIiranocs CTaTMCTUYHO 3HaYYLLOro BravBY
NikyBaHHA npenapatomM [iHiNpan Ha nepuHaTanbHy NeTanbHICTL abo 3aXBOPKOBaHICTb. BigCTpoyeHHS Mosoris 3a A0NoMOror npenapaty [iHiNpan mMoxe 6yTu



BMKOPMCTaHe A/151 3aCTOCYBaHHSA IHLLMX 3aX0LiB, AKI 3HAYHO MOKPALLYHOTb NepuHaTaibHe 340p0B’A.

CneunianbHi 3axoay 6e3nekn npw iHQy3inHOMY BBeAEHHI npenapaTy.

[o3y npenapaty cnif nigéuvpatn iHAMBIAYa/IbHO 3 ypaxyBaHHAM 0OMEXYHUMX PaKTopiB: NPUIHIYEHHS CKOPOYeHb MaTKW, 30iNbLLUEHHSA YacTOTU MynbCy, 3MiHY
apTepianbHOro Tucky. Cnif petesibHO KOHTPO/IKOBATU Lii NOKa3HWMKM Mif Yac NnikyBaHHA. Moka3HuMK UCC maTepi He MOBMHeH nepesuLLyBaTn 120 ya/xs.

Cnig nocTiHO NPOBOAMTWU [AOCNI[KEHHA PIBHA rigpatauil opraHiaMy MaTepi 3 MeTOH YHUKHEHHSi MOXX/IMBOrO PO3BUTKY HabpsiKy nereHb (4MB. po3fain
«OCc0611BOCTI 3aCTOCYBaHHA»). O6’EM PiAVHW, 3 AKUM BBOLATb Npenapar, c/if 38eCTv 40 MiHiMyMy. Mpenapar cnif BBOAWUTU i3 3aCTOCYBAHHAM KOHTPO/IbOBAHOMO
iH(OY3iiHOrO NPUCTPOLD, 6aXKaHO iHgy3oMmaTy.

aiTn.
MpenapaT He NPU3HAYeHWI 41 3aCTOCYBaHHA JiTAM.

NepenosyBaHHS.

CumnToMamy nepefo3yBaHHA MOXYTb OyTW: 3Ha4yHe MiABMLLEHHA 4acTOTM CepLeBMX CKOPOYeHb matepi, Tpemop, BiguyTTa cepuebuTTa, TONOBHWUIA 6inb,
NITANBICTb.

3a3Buyaii Ana YCYHeHHs LUX CUMMTOMIB [OCTaTHbO 3MEHLUEHHS A03YyBaHHS npenapaty. [n8 YCYHEHHs TSXXKUX CUMNTOMIB Mepefo3yBaHHA PeKOMEHAYETLCS
3aCTOCYBaHHS HECENEKTUBHUX GeTa-aapeH06/10KaTopIB, AKi KOHKYPEHTHO iHri6yoTh Aito npenapaTy [MiHinparn.

Mo6iyHiI peakuil.

HaiinowmpeHiwi HebaxaHi edektn npenapaty lMiHinpan nos’a3aHi 3 hapMakosioriYHUMK BNacTUBOCTAMU 6eTa-MIMETUKIB. 3 METOK YCYHeHHS a0 3MeHLUEHHS
nosiBn HebaxXaHWX eeKTiB MPOBOAATL PETENbHUIA KOHTPO/Sb FEMOAMHAMIYHUX MapameTpiB, TakuX fK apTepiaslbHUA TUCK, 4acToTa CepLEeBMX CKOPOYEHb Ta
BiZNOBiHe KOPUryBaHHA f03M npenaparty. Lii edbekT 3a3BMYain 3HMKaKOTb NiCNA NPUMMHEHHS 3aCTOCYBaHHSA Mpenapary.

HebaxkaHi epeKTr 3a 4aCTOTOK BUHUKHEHHS KNacU(iKyOTb 3a TaKUMU KaTeropisimu:

Aayxe 4vacto (= 1:10), yacto (= 1:100, < 1:10), HeuacTo (= 1:1000, < 1:100), pigko (= 1:10000, < 1:1000), ayxe pigko (< 1:10000), HeBifgoMO (4acToTa He
BM3HaYeHa 3a JaHnMM).

3 60Ky eHAOKPUHHOI CUCTEMM.

Hesigomo: ninonis.

MeTaboniuHi NopYLUEHHS.

YacTo: rinokaniemis.*

Pigko: rinepraikemis (6inbLU BUpaXKeHa y XBOPUX Ha LlyKpoBuii fiaber).*

3 60Ky HEPBOBOT CUCTEMMW.

[y>xe yacTo: Tpemop.

HeBigomo: ronoBHMIA 6iNb, 3aNamopoYeHHs, TPMBOXKHICTb.

3 60Ky cepLeBo-CyANHHOT CUCTEMMU.

[y>xe vacTto: Taxikapgia.*

YacTo: BiguyTTs cepuebuTTa* , 3HVKEHHS A4iaCTOMIYHOro TUCKY *, apTepiasibHa rinoTeHsis (4uB. po3ain «OCco6/MBOCTI 3aCTOCYBaHHSA»).*

PifKo: MOpyLUeHHsI CepueBoro puTMy, Hanpuknag qiopunauis nepefcepfb, iwemMis miokapga (ave. po3gin «Oco6aMBOCTI 3aCTOCYBaHHS»)*, MepudepryHa
Basofunatauistt, LW1yHOYKOBa EKCTPACUCTONIS.



HeBigomo: 36i/bLUEHHSA CepLEeBOro BUKMAY, NiABULLEHHS CUCTOTIYHOIO TUCKY, HeBeNMKi KonneaHHA YCC nnoja, CTeHOKapAis.

3 60Ky AnXanbHOT CUCTEMMU.

HeuacTo: HabpsK nereHb.*

3 60Ky LLYHKOBO-KULLIKOBOIO TPaKTY.

Pigko: HygoTa.

Hesigomo: 6/110BaHHSA, MPUTHIYEHHS NEPUCTAIbTUKN KULLEYHUKY, aTOHIS KULLEYHUKY .

3 6OKY MeYiHKu.

Hesigomo: (TpaH3UTOpHE) NiABULLEHHSA KOHLEHTpaL T TpaHCamiHa3 y cMpoBartLii KPoBi.

3 60Ky LUKIpW Ta MigWKIPHOT KNI TKOBUHMN.

YacTo: NiTAmBICTb.

HeBiZOMO: MOYePBOHIHHSA LLKIPW.

3 60Ky HMPOK Ta CevyOBMBILHMX LLUNAXIB.

HeBigomo: 3HMKeHHs Aiype3y (0Co06/MBO Ha MOYATKOBIN (hasi NiKyBaHHS), HabPSK.

* NaHi peakuii 6ynv 3apeecTpoBaHi NPy 3aCTOCYBaHHI 6eTa-aroHiCTiB KOPOTKOT AiT B aKyLLIePChKii NPaKTULL Ta BBAXKAOTLCA KnacocrneunpiyHuMmn eektamm (4uB.
po34in «OCo6/IMBOCTI 3aCTOCYBaAHHSA»).

Y NOOAMHOKMX BWMagkKax, 0C06/MBO Yy MauieHTIB i3 OpPOHXianbHOK acTMOM, Cynb(aTh, WO MICTATLCA Y npenapati, MOXYTb CMNPOBOKYBaTU peakLiito
rinepyyT/MBOCTI 3 MOX/IMBUMM CUMMTOMaMKW: HyAOTa, fiapes, CBUCTAYE AUXaHHS, FOCTPUIA acTMaTUYHWIA Hanad, NopyLleHHs CBIAOMOCTI abo LWOK. FocTpoTa
NposiBIiB AaHWX CUMMTOMIB 3a/IeXWUTb Bif, IHAMBIAYa/IbHUX OCOBAMBOCTEN OpraHiaMy naljieHTa Ta MOXe MPU3BECTM A0 Hebe3neyHUX ANs XUTTS XBOPOro
HacnifKiB.

Llykposuii giabeT. FKWo nonoru BiabyBarTbCA 6Ge3nocepefHbO MICAS KOPOTKOYACHOMO fliKyBaHHA MpenapaTtoMm, CAif CnocTepiratv 3a HOBOHApOMXKEHUM Ha
HasABHICTb O3HaK rinorfikemii, OCKifIbKM rekconpeHaniH MoXxe Npu3BoAMTU 40 NiABULLEHHS PIBHS T/IHOKO3W Ta IHCYNiIHY B KPOBI mMatepi. TakoxX cnif BpaxyBaTu
MOX/IMBICTb PO3BUTKY aL o3y Y HOBOHAPOKEHNX Y 3B’A3KY 3 MOX/MBUM MPOHNKHEHHAM KUC/IMX MeTaboMITIB Yepes nnaueHTy (faktaty, KeTOHOBUX Tif).

Y pigknx BunagKax BHacMiAoK Aii HaTpito MeTabicynbiTy, WO MiCTUTLCS Yy NpenapaTi, MOXMBUIA PO3BUTOK TSHXKKMX peakLiii rinepyyTaMBOCTi Ta 6pOHX0OCNa3my.

TepMiH NpUAATHOCTI.

3 POKMW.

BigHOBNEHNA po3umH: XiMiyHa Ta (hisnyHa CTabifbHICTb BIJAHOBNEHOrO PO3YMHY MICNA PO3BEAEHHS

(0,9 % po3unmHOM HaTpito xnopugy abo 5 % pPo34MHOM I/IHOKO3M) Byna NpogeMOHCTPOBaHa MPOTAroM

24 roavH npy TemnepaTypi 15-25 °C. 3 Mikpo6ionoriyHoT TOUKM 30py npenapat Cnif 3aCTOCOBYBATW HeramHo. Y BUMNaaKy HEBMKOPUCTaHHSA oapasy TepMiH Ta
YMOBW 36epiraHHs BiiHOB/IEHOr0 PO34MHY [0 MOro 3aCTOCYBaHHSA € BiMnoBifa/IbHICTIO KOPMCTYBaya.

YMoBW 36epiraHHs.
36epirati B opuriHa/ibHIN ynakoBLi Npy TeMmnepatypi He BuLle 25 °C.
36epiraTv y HelOCTYNMHOMY NS AiTel MicLi!



HecymicHIiCTb.
Cynb(iT € BUCOKOAKTUBHUM KOMMOHEHTOM, TOMY C/lif, yTpUMaTUCA Bif 3MiLLyBaHHA [CiHiNpany 3 iHWKUMK po3dmHamu, Kpim 0,9 % po3umnHy Hatpito xnopuay i 5 %
PO34YMHY [/IOKO3MN.

YnakoBKa.
Mo 2 mn B amnyni; Mo 5 amnyn 'y KapTOHHI KOpooLi.

KaTeropis Bignycky.
3a peuenTom.

Bupo6HMK.
Takepa ABcTpia F'm6X, Asctpis/ TakedaAustria GmbH, Austria.

Micue3HaxomMkeHHS BUPOOHMKaA Ta A0ro agpeca Micua NPoBagKeHHS LisiNIbHOCTI.
Ct. MeTtep-LUTtpacce 25, 4020 NiHu, AscTpis/ St. Peter-Strasse 25, 4020 Linz, Austria.



