[HCTPYKIIIA

71T MEAWYHOTO 3aCTOCYBAHHS JTiKapCHKOT'0 3acoby

[TPOXKECTOXEJIb®

(PROGESTOGEL®)

Ckian:
[ifo4ya pedoBHHA: progesterone;
1 r remro mictuth 10 Mr IpoOrecTepony;

MOIOMiXKHI PEeYOBUHHU: OKTHUIIIOIEKaHoI; Kapbomep 980; oyist puIlMHOBA IOIiETOKCHUIIHOBAHA,
TiIporeHi3oBaHa; TpHeTaHOIaMiH; eTaHOI 96 %; Bojga O4YHIIEHa.

Jlikapceka ¢opma. ['enb.

OcHoBHi }i3uko-xiMiuHi BnacTUBOCTi: 6e30apBHUM, HAIIiBIIPO30PUH, 3JIeTKa OMaleCIloI0unii refb i3
3amaxoMm CIUpTY.

dapmakoTepaneBTHYHA I'Pyna. [OpMOHM CTaTeBUX 3aJi03 Ta IpelnapaTH, SKi 3aCTOCOBYIOTh NIpU
natosorii ctaTeBol chepu. ['ectarenu. IloxigHi nper#eny.

Kom ATX G03D A04.

dapMaKoA02i4HI 81aCMUBOCMI.
®apmakoduHamika.

dapmaxkoJIOriyHi BTaCTUBOCTI 3yMOBJIEHI HAaIBHICTIO IIPOTE€CTEPOHY, KUY € OQHUM 3 IPUPOSHUX
TOPMOHIB OpraHi3My JIOAMHYU. Y TKAaHMHAX MOJIOYHOI 3aJI031 IIPOTeCTEPOH 3HUKYE ITPOHUKHICTD
KalliJIgpiB, 110 MiBUIYETHCS BHACTIMOK il ecTporeHiB. [Iporectepon 6epe y4acTh y Peryisilil pocTy
Ta gudepeHIfiallii MOJIOYHUX MPOTOK Ta YaCTOK, 0JI0Kye iHIyKOBaHUM eCTPOTeHAMU LIUKJI IIBUAKOTO
MiTO3y emiTelialbHuUX KITHH. [Ip0KeCcToXeNb" 3aCTOCOBYIOTh AJIf JIIKyBaHHS H0OPOSKiCHAX
3aXBOPIOBaHb MOJIOYHOI 3aJ103H, III0 PO3BUBAIOTLCS BHACIIOK abCO0THOI ab0 BifHOCHOI MicCIieBO1
HeIOCTaTHOCTI IPOreCTEPOHY.

Micuese 3acToCyBaHHS IPOTECTEPOHY 3HAYHO MiBUIyE aKTUBHICTH 17p-
TiAPOKCHUCTEPOigAerigporeHasu y MOJIOYHIY 3a7103i; 11eil (pepMEHT CTUMYIIIOE MiCIlEBe IIePETBOPEHHS
€CTpafioly B eCTPOH Ta CIIPUs€ 3HUXKEHHIO aKTUBHOCTI €CTPOreHiB y TKaHUHAaX-

MiIIeH X,



B pe3ymnbraTi 6710KyBaHHS PELENTOPIB €CTPOreHiB MOJIIMIITYETHCSI BCMOKTYBAHHS PiTUHM 3 TKAHWH, a
TAK0XK 3MEHIIYETHCS 3IaBIEHHSI MOJIOYHUX MTPOTOK.

Tepmorenuut epekT MalixKe BiICYTHIY dyepe3 iHIMH MIIaX MeTaboIi3My IPOTeCTePOHY;
3aCTOCOBAaHUM YePE3IIKIPHO IPOTEeCTEPOH MIEPETBOPIOETHCS Y allb(a-BifHOBIEHI MMOXigHI, Ha BigMiHY
Bifl mIepopabHO 3aCTOCOBAHOT0 IIPOreCTEPOHY, IKUM MeTaboi3yeThCsl y TEPMOTeHHi OeTa-BimHOBIIEH]
IMOXimHi.

3a paxyHOK IIPUTHiYeHHS KaHablleBol peabcopOiril ioHiB HaTpio i 30inblIeHHS KITITUHHOI QinbTparril
IIPOTECTEPOH 3arnobirae 3aTPUMII PiMWHY IPY CEKPETOPHUX ITEPETBOPEHHSX 3aJI03UCTOT0
KOMITOHEHTa MOJIOYHHUX 3aJ103 i, K HaCJiI0K, pO3BUTKY 00JIbOBOTO CHHAPOMY (MacTairii abo
MaCTOMUHiI).

Kpim Toro, fiis nporecTepoHy moB’si3aHa 3 0JI0KyBaHHSM PELENITOPIB IPOaKTUHY B TKAaHMHAX
MOJIOYHOI 3a/103H, 1[0 IPU3BOOUTH 0 3HUXKEHHS JIaKTOII0e3Yy.

TpaHcHepManbHUN CIIOCI0 BBEJEHHS MPOTECTEPOHY a€ 3MOT'y TaKOXK BIJIMBATH Ha CTaH 3aJI03UCTOTO
eIIiTenio i CyAUHHOI MepexXi, BHACIiAOK YOr0 3HUKYEThCS ITPOHUKHICTh Kalinsgpis, a 0TXKe,
3MEHIIYEThCS CTYIiHb HAOPSIKY TKAaHWH MOJIOYHOI 3aJT03H Ta MOB’SI3aHUX 3 HUM CUMIITOMIB MaCTaJrii.

dapmakoKiHeTHKa.

BcMoOKTyBaHHS IIPOTECTEPOHY KPi3b MIKipy cTaHOBUTHL NPubIu3HO 10 % Bif 3acTOCOBaHOI 103H, III0
CIIPUYMHSIE BUCOKY KOHIIEHTPAIIil0 JTiKapchKoro 3aco0y (B 10 pasiB BuIllla 3a KOHIIEHTPaLlIio B
CUCTEMHOMY KPOBOTOKY) B TKaHMHAX MOJIOUHOI 3a/103U 6e3 MOTPAIIIHHS Y CUCTEMHUN KPOBOOOIT ¥
KiJIbKOCTSX, 3MaTHUX CIPUYUHSATH CUCTEMHUN BIJIUB, 0COOIMBO Ha MAaTKYy.

HocnifKeHHSI CHPOBATKOBOI KOHIIEHTpallil IPOIaKTUHY, €CTPafiofy i IPOTecTepoHy NpHU JIiKyBaHHI
npenapaToM IIpoxkecToxens® MOKa3ao, 0 Yepe3 FoAuHY MiC/is HaHeCEeHHs Ipenapary, Kol
CIIOCTEPIraeThCs MOT0 MakKCUMaJjlbHe BCMOKTYBaHHS B TKaHWHY, PiBEHb TOPMOHIB IIPAaKTUYHO He
3MiHIOETBCH.

[Tpu TpaHCOepManbHOMY 3aCTOCYBaHHI IPOTECTEPOH [OCATae TKAHWH MOJIOYHUX 34103, He
PYUHYIOYUCH B IIEUiHIl i He BUABIANYY HECIIPUATINBOIO CUCTEMHOTO BIJIMBY Ha OpPraHi3M.

BTopuHHMI MeTab0i3M npenapaTy BinOyBaeThCs B MEYiHIl 3 YTBOPEHHSIM KOH'IOTaTiB 3
TJIIOKYPOHOBOIO i cipyaHOio KuCIoTaMHu. TakoxX y MeTaboni3mi Oepe yuacTs i3odepment CYP2C19.
[TpemapaT BUBOAUTLCSA HUPKaMu - 50-60 %, 3 xKoBYi0 - Oinbire 10 %. KinbkicTs MeTaboIiTiB, 1110
BUBOMSITHCSI HUPKaMM, KOIMBAETHCS 3a/I€3KHO Bifl (pa3u KOBTOTO Tifa.

KiiniyHi XapaKTEepUCTUKH.

[Toka3zaHHS.

I oOposiKiCHI 3aXBOPIOBAHHST MOJIOYHOI 3aJI03M1:
- eceHllialbHa MaCTOOUHISA;

- MACTOMIMHIs, ITOB’'sI3aHa 3 JOOPOSKICHUM 3aXBOPIOBAHHSIM MOJIOYHOI 3aj1031 (KOMIIJIEKCHE JIiIKyBaHHS
noOposikicHoi MacTormaTil Ha (GoHi TporecTepOHOBOI HEJOCTATHOCTI).



T[IpoxkecToxKeNb" He MOKa3aHui I 3aCTOCYBAHHS YOJIOBIKaM.

[IpoTunoka3aHHA.

[TigBuIeHa YyTNUBICTL [0 OyIb-IKOTO 3 KOMIIOHEHTIB JTiKApCHKOTO 3aC00y.
Pax M0104HOI 3a71034.

ByanoBi popmu hiOpo3HO-KiCTO3HOI MacTOmaTii.

[Myxnuuu (TyXIMHONOAIOHI YTBOPEHHS) MOJIOYHOI 3271031 HESICHOIL eTioJIorii.

Paxk craTeBux opraHiB (4K MOHOTepais).

B3aemoqis 3 iHIIUMY TiKapCHKUMH 3aco0aMu Ta iHIIN BUOU B3a€MOIM.

Iis mpemapaTty MoXe ITiJCUII0OBATUCS Ha TJIi KOHTpAleNIll 3 KoMOiHOBAaHMMY T'OPMOHATbHUMHU
IpernapaTamu.

HocmigXeHHS B3a€MO/Iil He IPOBOAUIIUCS.

3rigHO 3 HasBHOIO Ha IeX Yac iHpopMallielo B3aeMO{Iii 3 iHIIMMY IIpernapaTaMu He CIIOCTepiraaocs.

Oco6IMBOCTI 3aCTOCYBAHHS.
He nepeBuiryBaT peKOMEHIOBAHY 03Y.

Moroy4Hi 3a/1034 Ta pyKH MaloTh OyTH abCOIOTHO YHKCTI Mif Yac HaHeceHHs. [1pu nopymeHHi
MEHCTPYaJIbHOT0 IIUKJ/Iy MOXXHA PeKOMEHyBaTh CyMiCHe 3aCTOCYBaHHS 3 TEPOPaIbHUM
IIPOreCTePOHOM a0 IPOreCTUHOM.

Hanuii mikapchbKui 3acid Npu3HadYeHUu TiJIbKY [AJIS 30BHIIIHBOTO 3aCTOCYBAHHS — MOT0 HE CIIif
KOBTATH.

Lle#t nixapcokuii 3aci6 HE € KOHTPALIETITUBOM.

Pu3uk po3BUTKy HeOaxkaHWUX peakilill y iHIIMX 0ci0 Py KOHTAKTI 3i IIKipoI0 XBOPOro 3 HaHECEHUM
JiKapChKUM 3ac000M He BUKJTIOUEHHUM, X04a OKPEMO He BUBUABCSI Ta HE BUSIBIISIBCS.

[Tpu nopymieHHi 6ap’epHol GYHKIII MKipK iCHye PU3UK MOTPAIISHHS IIPOTECTEPOHY Y CUCTEMHUM
KpoB0006ir. TOMy 3aCTOCYyBaHHS JIIKapChKOro 3acofy IIpoxecToxens” y faHOMy BUIafKy He
PEKOMEHOYETHCS.

JlikapchKu# 3acib MIiCTUTD OJ1il0 PULIMHOBY, SKa MOXKe CIPUYMHUTH IIKipHi peakiil.
3 06epekHICTIO 3aCTOCOBYBATH IIPU TaKUX CTaHAX: MeYiHKOBa HEOCTATHICTh, HUPKOBA

HEeJOCTaTHICTh, OpOHXianbHa acTMa, eIlijiencis, MirpeHs, Aenpecis, rinepsinonpoTeineMis,
II03aMaTKOBa BariTHICTb, aOOPT, CXUIBHICTH 0 TPOMOO3Y, TocTpi popmu hiebity abo



TpoMO0eMOOJTiYHI 3aXBOPIOBaHHS, KpOBOTeYa 3 IiXBU HESICHOI eTioJorii, mopdipisi, apTepianbHa
rinepTeH3is, UyKpoBui miaberT.

Yuukatu BIIJIUBY IIPAMHUX COHAYHUX HpOMeHiB ITiCJIsT HaHEeCEeHHSs TeJlio.

3acTocyBaHHS y Iepiof BariTHOCTiI abo rogyBaHHS I'PYAIIO.

[IpoxkecToxens” He IOKa3aHUI A7 3aCTOCYBaHHS IIif] Yac BariTHOCTi. He iCHye JOCTaTHBOTO HOCBiAY
3aCTOCYBaHHS JTiKapCchKoro 3acoby IIpoxecToxens” y mepiof BariTHOCTi. OfHAK HETaTUBHOTO BIJIUBY
IIPOreCcTepPOHy Ha IUIiJ onucaHo He OyIo.

[IpoxkecToxens” He IOKa3aHUI [ 3aCTOCYBaHHA IIif Yac rogyBaHHs rpyanto. [Iporectepos Moxe
YaCTKOBO BUAIIATHUCA Y TPyAHE MOJIOKO. OfHaK HeTaTUBHUM BILJIUB Ha JUTHUHY He ONMMCaHUU.

3maTHICTh BIIMBATH Ha IIBUAKICTh peakilil Ipyu KepyBaHHI aBTOTPAHCIIOPTOM a0o0 iHITMMU
MexXaHi3MaMu.

BipcyTHi maHi.

Cmocib 3acToCyBaHHS Ta [HO3H.
[I71g TpaHCHepMaabHOTO 3aCTOCYBaHHS.

Tepamis BOpogoBxK MicsIls, BKJII0Yal04y [IHI MeHCTpyallil, Mae OyTy Oe3mepepBHOIO 3i MOJeHHUM
3aCTOCYBaHHSIM JIiIKapChHKOTO 3aco0y.

Kypc nikyBaHHS BU3HaAyae€ JliKap, 3a3BU4ail CepeqHs TPUBAJICTh JIIKyBaHHS CTAaHOBUTSH Bif 3 10 6
MicCSIIiB.

MaxkcumainbHa 10o00Ba H03a CTaHOBUTH O T.
Cnocib 3acmocyeaHHs

HartuckaloTh Ha HUXKHIO YaCTUHY TyOM Ta PO3MIIIYIOTh H0O3Y JIiKAPCHKOTO 3aC00Yy Y K0I00KY
IIIaTess-f03aTopa.

Ha 4ncTy Ta cyxy LIKipy KOKHOI MOJIOYHOI 3a71031 HAHOCSTh OMHY abo ABi mo3u (1o 2,5 r) refio 3a
[OIIOMOT 010 IITaTess-fo3aTopa. O6epekKHO BTHPAIOTh 10 IIOBHOT'O IPOHMKHEHHS JIIKapChKOT0 3ac00y

y LIKIpy.

iTu.

[IpemapaT He 3aCTOCOBYIOTH Yy IeAiaTPUYHIN IPaKTHULI.



[Iepemo3yBaHHA.
[ToBimOMJIEHHS IIPO BUNAOKU IIePef0o3yBaHHSA BifJCYyTHI.
Y 3B’43Ky 3 METOLOM 3aCTOCYBaHHS Iepefo3yBaHHs MaJIOMMOBipHE.

MeHcTpyallii MOXKyTh PO3MIOYaTHUCS Ha ONHY-MBI 00K paHillle — y TaKOMY pa3i ITpemapaTr MOXHa
3acTtocoByBaTH 3 10-ro 1o 25-1 geHb UKMKIy. HopManbHa TpuBamicTh IUKIY Oyne BiHOBIEHA Bigpa3y
XK IICNIA IPUNVHEHHS JIIKyBaHHA.

[To6iuni peaxii.
[ToBimoMIsINIOCS TIPO OKpPEeMi BUIAOKM TilepuyyTaIuBOCTi ab0 HecmenugpiyHOro mogpa3HeHHs MKipH.

V mesikux BUIIagKaxX MEeHCTPYallii MOXKYTh PO3MIOYATHUCS Ha OOHY-IBI 0o0Ou paHiiie, 6e3 Oymb-IKUX 3MiH
y 3BUYaHOMY MicsiuHOMY 00’eMi BufineHb. BcTraHoBneHa citabka cekpetopHa JII-mimeTnuHa
aKTHBHICTH, sIKa He Mae€ CIIiJIbHUX O3HaK 3 eeKTaMu IIPU CUCTEMHOMY 3aCTOCYyBaHHI aHAJIOTivHOI
[03U IIPOTEeCTEPOHY.

[Tpu goTpuMaHHI pEKOMEHI0BAaHOT0 CII0CO0Y 3aCTOCYBaHHS IOTPAIJITHHS IPOTECTEPOHY Y
CHUCTeMHUU KpoBOOOir MasoiimMoBipHe. OgHakK mpu nopyiieHHi 6ap’epHoi GyHKIIiI MKipH iCHYE PU3UK
PO3BUTKY CUCTeMHUX HeOaKaHMUX Peaklliid, y TOMy YHCJIi IOPYIIEeHHS MEHCTPYalIbHOT0 LUKITY,
aMeHopesi, IPOPUBHi KPOBOTEYi, TOJIOBHUM OiNlb.

Hyxe pigko — 00JI0YiCTh MOJIOYHUX 3a/103, IPUIIJIUBY, METPOparis, 3HUXKeHH4 1i6ifo, peakuil
rinepyyTAMBOCTI, BKJIIOYAIOYU €PUTEMY B MiClli HAHECEHHS refio, HaOpsK ry0 Ta Wi, TMXOMaHKY,
ToJIOBHUY OiNlb, HYIOTY.

[ToBimomIeHHS PO Mimo3pioBaHi HeGaxkaHi peakirii

[Ticns peecTpatiii TikapchKoro 3aco0y BaxkIMBUM € 306ip MOBiIOMIEHD PO Mif03pI0BaHi HebaxkaHi
peaxuil. lle mae 3mMory 37iliCHIOBaTH MOHITOPYHT CIiBBiIHOIIEHHS KOPUCTI/PU3UKY NIPU 3aCTOCYBaHHI
JiKapchbKOro 3aco0y. MenuyHi mpaliBHUKY TOBHHHI MTOBIOMIISITH IIPO Mifo3pioBaHi mobiuHi peakiii
yepe3 HalllOHAJIbHY CUCTeMY (papMaKOHArIAAy.

TepMiH IpUAATHOCTI. 3 POKH.

YmoBu 30epiranHs.

30epiratu npu TeMiepaTypi He Buine 25 °C y HeIOCTYIIHOMY [T AiTel MicCIIi.

YnakoBka.

[To 80 r y Ty6i, mo 1 Ty6i y KOMIIJIEKTi 3i mImaTeneM-q03aTOPOM Y KApTOHHIN mayii.



KaTteropis BiAmycKy. 3a penenToM.

BupoOHUK.

Besen MeHbodekuypinr bengxiyMm.

Micne3naxomkeHHs BUpOOHMKA Ta afjpeca Miclig IpoBagKeHHS HOTro HisIbHOCTI.

I'pot-Birapgenmrpar 128, 1620 Oporentoc, bembris.

3asIBHUK.

Bezen Xesnckea CA.

Micue3HaxooKeHHs 3asIBHUKA.

Pro Bammuarton 80, 1050 Ikcens, benbrig.



