IHCTPYKIIIA
IJIsI METUYHOI' 0 3aCTOCYBaHHsI JIIKapCHKOTr0 3aCo0y
OPT'AJIVTPAH®

(ORGALUTRAN®)

CKn1ao0:
ditoua pevosuHa: ganirelix;

1 momepegHbO HANIOBHEHUY MINPHUL MiCTUTH 0,5 M1 BOgHOTO po34uHy 0,5 MI/MJI raHipenikcy aneTraTy
(y mepepaxyBaHHi Ha BiIbHY OCHOBY);

odonomidcHi peyosuHu: MaHiT (E 421), KiucI0Ta OIITOBa IhOASHA, HATPIiO TiHPOKCUM, BoHa A iH €KIIiH.
JIlikapcbka ¢opma. Po3uuH ais in’exiin.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: Tpo3opuii, 6e30apBHIIN BOTHUN PO3YMH.
dapMakoTepaneBTHYHA Ipyna. AHTaroHiCT TOHaAOTPOMIiH-PUII3UHT TOPMOHY.

Kom ATX HO1C CO1.

Papmakon02iuHi e1acmusocmi.

dapmakoOuHamika.

MexaHi3M mil.

OpranyTpad” € aHTArOHiCTOM TOHAJOTPOMiH-PUIi3UHT ropMoHy (I'HPT), KKl MOAYIIOE Til0TaIaMo-
rinodizapHo-TOHaaNIbHY CUCTEMY IIUIIXOM KOHKYPEHTHOTO 3B’A3yBaHHS 3 penienitopamu [HPT y
rimo¢isi. Yracnigok 1poro BinOyBa€eThCs IIBUAKE TOBHE TA 3BOPOTHE MPUTHIYEHHS BUBITbHEHHS
€HIOTeHHUX I'OHAIOTPOIiHIB 6e3 nonepeHbOI CTUMYIISILII, SIK 1ie CIIOCTEPIraETLCS NPU BBEJEHHI
aromicti ['HPT. Ilicna 6araTopa3sosoro BBemenHs 0,25 Mr mpenaparty OpranayTpaH® XiHKaM
KoHneHTpalil JI[' (moTeinisytodoro ropmony), ®CI' (dpomikymocTuMyI1000490ro ropMoHy) Ta E,
(ecTpapiomny) y cupoBaTili KPOBi MaKCUMaIbHO 3MeHIIyBanuch Ha 74 %, 32 % 1 25 % 4yepe3 4, 161 16
TOJUH MicNd iHeKIIil BifoBigHO. PiBeHb TOPMOHIB y CHPOBATIII KPOBi BiTHOBIIIOBABCS A0 TOYATKOBUX
3HaYeHb IPOTATOM 2 [IHIB IIiC/S OCTAHHBOI iH €KIIil.

dapmakomuHaMiyHI ePeKTH.

CepeqHsa TPUBAJiCTh JiKyBaHHs npenapaToM OpranyTpas” y mo3i 0,25 Mr Ha o0y y Nal[i€HTOK, [Ki
IIPOXOMSTh MPOLIEAYPY KOHTPOIbOBAHOI CTUMYIALIL IEYHUKIB, CTAHOBUTH 5 OHIB. I1if 4ac mikyBaHHS
npenapaToM OpranyTpaH® cepefHs 4acToTa HmigBuIneHHs pisHsg JIT (> 10 MO/n) 3 oqHOYaCHAM
30inbINeHHSIM KOHIIeHTpallii mporectepony (> 1 ur/mi) ctaHoBuTh 0,3-1,2 %, 110 MOXKHA IOPIiBHSATHU 3
aHaJoriYHUM nmoka3HuKoM aroHicTiB 'HPT (0,8 %). CnocTepiranacst TeHIeHIlis 10 30iIbIeHHS
KiJIbKOCTi BUIIAJKiB IifgBHUIIEeHH KOHIeHTpallil JI[' i mporecTepoHy y XKiHOK 3 Oi/IbIII BUCOKOIO Macoio
Tina (> 80 Kr), ase Iie He BIUIMBAJIO Ha K/IiHIYHUN pe3ynbTaT. [IpoTe, 'PYHTYIOUUCH Ha HEBEJIUKIN
KiJTbKOCTi IaIliEHTIB, SIKi OTPUMYyBaJX JTiKyBaHHS [I0 TEIEPIIIHLOT0 Yacy, TaKuil BIJIUB He MOXe OyTu



BUKJTIOUEHUIH.

Y BuUmagKy BUCOKOI OBapia/ibHOI BifTIOBifi, 1110 BUHUKAE B pe3yJIbTaTi BUCOKOI €KCIIO3MUIIii
TOHAJOTPOMIiHIB a60 BUCOKOI PEaKTUBHOCTI SIEYHUKIB, ITepeayacHe migBuuieHHs JII' Mmoxe
CIIOCTEepiraTHCs paime 6-ro gHA cTEMymAnil. IloyaTok niKyBaHHs npenapaToM OpraayTpan” Ha 5-i
IleHb CTUMYJISLII MOXKe TTONepeNuTH TaKe ependacHe migBuieHHs JII' 6e3 mogabiioro BIJIUBY Ha
KJIIHIYHUN pe3ysbTar.

Kniniyna ebekTUBHICT Ta Ge3mekxa.

V KOHTPOJILOBaHKX AOCTIIKEHHAX 3aCTOCyBaHHA npenapaTy Opranyrpad” i3 ®CI npu BUKOPHCTaHH]
IIPOTOKOJIy TPUBAJIOr0 3aCTOCYBaHH4 aroHicta ['HPI 9K eTanoHy, JIiKyBaHHS 3a JOIIOMOI0X CXeMU
npenapaToM OpranyTpad” MPU3BOMHUIIO [0 GBI MIBUAKOTO POCTY (OJIIKYIIB YIPOLOBXK MEPIIKX AHIB
CTHMYJISIII, ajle 0CTaTOYHA KiNIbKiCTh 3pocTaouux (QoJikymiB 6yia melo MeHIIo0 i BOHU
IIPOAYKYBaJIKUCh, B CEPEeAHbOMY, MeHIIIe eCcTpaAiony. Taka pi3HULA y XapaKTepi pocTy (OomiKyIiB
BUMarae, mob xKopekiis go3u OCI 3anexkaina Bif KiTbKOCTi i po3Mipy 3pocTaiounx GoiKyIiB, a He Bif
KOHIIEHTpAIlil eCTpafiony B UMPKYIIO0Yii KPOBi. AHANOTiUHI IOPiBHIOBaIbHI HOCTIIXKEHHS
KopudoiTponiny anbda i3 3actocyBaHHSIM aHTaroHicta 'HPI" abo mMpOTOKOJTy TPUBAJIOTO
3aCTOCYBaHHS aroHiCTiB He IPOBOAMUIIUCS.

dapmakoKiHemuka.

dapMakoKiHeTHYHI TOKA3HUKH IIicyIg 6araTopa3oBoro MigIIKipHOTO BBeIEHHS IIpemnapaTy
OpranyTpan” (iH’eknis 1 pa3 Ha go0y) MOKiOHI K0 MOKA3HUKIB MiC/II OGHOPA30BOT0 MiAMIKiPHOTO
BBemeHHs. [Ticnst 6araTropa3oBoro BBefeHHs 0,25 Mr Ha 0o0y MOCTiMHUY piBeHb KOHIIEHTPAIlil V KPOBi
npubau3Ho 0,6 HI/MIT JOCATAETHCS IPOTSATOM 2-3 OHIB.

dapmMakOKiHETUYHUY aHaJli3 CBIOYUTH IIPO 3BOPOTHUU B3a€MO3B 130K MiXK MacoO Tina i
KOHIIEHTpalie npenapaty OpraayTpal® y CHPOBATII KPOBI.

AGcopOiis.

[TpoTsarom nepuux 1-2 rogus (t,,,) MiCIs OMHOPA30BOTO MiAMIKipHOTO BBemeHHs 0,25 Mr mpemnapary
OpranyTpad” CIOCTepiraeThCs MBUAKE 3POCTaHH KOHIIEHTpallii raHipeikcy y CHpOBaTIli KPOBi 3
MakKCHMaJIbHUM 3HaueHHaM (C,,,) Tpubnu3Ho 15 Hr/mi. biogocTynHicTs npenapaty OpraayTpas”
Tic/Is MiAIIKipHOTO BBEEHHS CTaHOBUThL Mpubau3Ho 91 %.

MeTtabomiuyHnii MPoGims.

OCHOBHUM KOMIIOHEHTOM, CIIOJTYKOO, 110 € Y IJIa3Mi KPOBIi, € raHipenikc. ['aHipenikc € TakoxX
OCHOBHOIO CITOJIYKOIO, ITI0 BUBOAUTHCS i3 ceuero. 3 KaJoM BUBOOATHCS TiIbKU MeTabomitu. MeTtabomiTu
SIBJISTIOTH CO0010 HEeBEeJHKI IeNnTUaHI GparMeHTH, SKi yTBOPIOIOTHCS MUIIXOM (HepMEHTAaTUBHOTO
rifposni3y raHipenikcy B 06MeXeHux AingHKax. MeTtabomiunui npodins npenapary OpranyTpas’ y
Jofiey MoMiOHUM N0 TOTO, SIKWM CIIOCTEePiraBcs Y TBapuH.

BuBenenns.

[lepion HaniBBuBeneHH (t,,) CTAaHOBUTHL 01M3bKO0 13 TONMH, a KiIipeHc - npubnau3Ho 2,4 n/rof.
[TpemapaT BUBOOUTHCS Pa3oM 3 KaynoM (mpubiau3Ho 75 %) Ta ceuero (mpubnusno 22 %).

JTokniHiYHI OaHi 3 6e3neku.

IokmiHiYHI faHi CBigYaTh PO BigCYTHICTh CIeNU(pIYHOr0 PUIUKY IJId JIOAUHU, BUXOOSAUHU 3



pe3ynIbTaTiB JOCHimKeHb 3 (hapMaKoJIoTiuHOI 0e31eKH, TOKCUYHOCTI ITPX 3aCTOCYBaHHI TOBTOPHUX
IO3 Ta TeHOTOKCUYHOCTI.

HocmifKeHHS PeNPOAYKTUBHOI (PYHKIIi1, 1[0 IPOBOAUIIKCS i3 3aCTOCYBaHHSIM TaHipeliKCy B [03ax Bif
0,1 mo 10 mkr/kr/mo6y (mipmkipHo) y mypiB i B mo3ax Bix 0,1 go 50 MKr/Kr/mo6y (migIKipHO) Y KPOiB,
IIPOAEMOHCTPYBaIM MigBUIIEHHS YaCTOTH pe30op0Ollil IIoa B rpynax 3aCTOCyBaHHS MaKCUMalbHUX
no3. TepaToreHHUX e(PEKTIiB He CIIOCTEPIranocs.

KitiniyHi XapaKTepHUCTHKH.
Ilokazanns.

[TonepenKeHHS MepeavacHOro MifioMy pPiBHS MoTeiHi3yiouoro ropmoHa (JII') y XkiHOK, SKUM
IIPOBOISATH KOHTPOJILOBAHY TillepCTUMYIALI0 gse4HUKIB (KI'{) 3 BUKOPUCTaHHAM IOMOMIXHUX
penponyKTuBHUX TexHonoriu ([IPT).

V KIIiHIYHKEX AOCTiAXKeHHaX npenapat OprajyTpaH” 3aCTOCOBYBAJIM 3 PEKOMOIHAHTHUM JIOIACHKUM
domnikynoctumymoiounM ropmornoM (p@CI’) abo kopudomnitpomninoM anbda, CTUMYIITOPOM QOiKYITiB
IIPOJIOHTOBAHOI Mil.

IIpomunoka3aHHsi.

- [TigBuIeHa YyTNUBICTL 0 MAi040l PeYOBUHU ab0 Oyab-IKUX MOMOMIXKHUX PEYOBUH, IIepepaxoBaHuX
y po3gini «Cknag».

- [TipBumena wyTnusicTs mo 'HPT abo [0 iHMIKX #Oro aHaJIOoTiB.

- [TopymenHst GyHKIl HUPOK a00 MeYiHKY IIOMipHOTO ab0 TSXKKOT'0 CTYIEHS TSIKKOCTI.
- BarituicTh a0 mepion rogyBaHHs I'PYAIIO.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

TocnigxeHHs B3aeMopil npenapaTty OpranyTpad”® 3 iHIIMMH JIiIKapCbKUMH 3aco0aMu He
mpoBoauIKCs. He MOXKHA BUKITIOYHUTH iMOBIPHICTh B3a€EMO{Iii 3 iHIMMMHY JTiKapCHKUMH 3aco0aMu, II10
3aCTOCOBYIOTHCS OOHOYACHO, BKJIIOYAIOUU IIperapaTy, 10 BUBIJILHAIOTD riCTaMiH.

Oco06.1ueocmi 3acmocyeaHHsi.

Peakiiii rimep4yTanuBOCTI

HeobxigHo 6yt 0c06/11BO 00€peKHUMHU IIPU 3aCTOCYBaHHI IIpenaparTy [Jjs JTiKyBaHHS KiHOK 3
O3HaKaM¥ i CUMIITOMaMy aKTUBHUX aJIepridYHUX CTaHiB.

Bunagku peakiiiii rinepyyT/IUBOCTi (IK reHepasni3oBaHUX, TaK i MiclieBHX) OyIM 3apeecTpoBaHi Ipu
3aCTOCYBaHHi BXe MepIuoi 1034 npenapaTy OpraayTpad” IIiff 4ac HOCTMapKeTHHI0BOTO
crioctepexenHs. LIi Bumagku BKoYany aHadinakcito (BKIo4Yaoyy aHapinakKTUYHUN 110K),
AQHTiOHEeBPOTUYHUY HAOPSK i KpOuB THKY (muB. po3min «ITo6iuHi peakirii»). AKINO mim03P0OETHCS
Ppeaxllis TinepyyTaMBOCTI, 3aCTOCYBaHHs mpemnapary OpraayTpaH’ CIIif IPUIAHATY i IPU3HAYATH
BI[IIIOBiHE JTiIKyBaHHS.

Yepes BiICyTHICTh KITIHIYHOr0 HOCBiAy 3aCTOCYBaHHs mpemnapary OpraayTpaH” He peKOMEeHMIYEThCS
IIpU3HAYaTH MO0 KiHKaM 3 TSXKKUMU aJleprivHUMU 3aXBOPIOBAaHHAMU.



CuHOpoM rimepctumynsitii seunukin (CT'H)

[Tig yac mpoBefeHHS CTUMYIALIL S€YHUKIB a0 IMic/s Hel MOXKIIMBE BUHUKHEHHS CUHAPOMY
rinepctumynsanil sedynukis (CI'd). Pu3uk nmosiBu UbOT0 YCKIagHEHHS CIIiJ] BpaxoByBaTH NIpU
IpoBefeHHi cTuMynsLii roHagoTporiHamu. ITpu CI'fl HeoOXigHO MPOBOAUTH CUMITOMATUYHE
JiKyBaHHS (CIIOKii, BHYTPIIIHhOBEHHE BBEEHHS €JIEKTPOIITHUX a00 KOJIOIMHUX PO3YHHIB, FellapuHy).

[To3aMaTKOBA BaTiTHICTD

Ockinbku Oe3MIiHI XKiHKH, SIKi OTPUMYIOTh IPOLeAyPU JOTIOMIXKHOI pepPOAyKIiil, i 0co0IMBO
eKcTpakopropanbHoro samnigHenHs (EK3), yacTo MaioTh mopyineHHs QyHKIII ¢danomieBux Tpyo,
iMOBipHiCTh T03aMaTKOBOI BaTiTHOCTI y HUX Moxke 30inbiryBaTrCs. BaxkiuBo sKoMora paHiiie
IIPOBECTH yJIbTPa3BYKOBE [OCIIIIKEHHS OJIS MiATBEPHIXKEHHS TOr0, 110 BariTHICTE €
BHYTPIIITHEOMATKOBOIO.

BpomxeHi Bagu

IMOBipHiCTh BpOIKEHUX Baf Iicis 3actocyBaHHs PT mMoxke 6yTH [ello BUIIOI, HiXK Mpu
CIIOHTAHHOMY 3a4artTi. Ile, SIK BBaXKa€ThC, IIOB’SI3aHO 3 NEIKUMHU 0COONMUBOCTSIMU OAThKiB
(HampuKITaf, BiK MaTepi, XapaKTEePUCTUKY CIIEPMH) Ta 3 BUIIOI0 iMOBIpHICTIO GaraTommigHol
BariTHOCTI micns 3actocyBaHHs [IPT. Y KimiHiuHKX HOCHiAXKEHHAX 3a y4acTio noHan 1000
HOBOHAPOMKeHUX OyJI0 MPOIeMOHCTPOBAHO, III0 YaCTOTa BUHUKHEHHST BPOOKEHUX Bafl Y HOiTeH,
HapomxeHux micns K4 i3 3acTocyBaHHsaM npenapary OpraayTpas®, 36ira€TbCs 3 BiAIOBiIHUME
IIOKa3HUKaMH, IIpo gKi nosigomusinocs micnsa KI'A i3 3actocyBanHaM aHTaroHictis I'HPT.

XKigky 3 Macoro Tista MeHI Hixk 50 kr a0 6ineIn Hik 90 Kr

Besmneka Ta e(heKTHBHICTh 3aCTOCYBaHHA mpemnapary OpranyTpan” He Gy/x BCTAaHOBJIEHI y XKiHOK 3
Macoio Tiya MeHuI Hix 50 Kr a6o Oinbir Hixk 90 kr (quB. migpo3ninu «®apMakofuHaMiKa»,
«®apMaKOKiHEeTHKa»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
Baeimuicmo.
Hewmae BigmoBigHUX faHUX IIPO 3aCTOCYBaHHS IIpelaparty B [1epiof BariTHOCTI.

Y mocnifKeHHSX Ha TBAapWHAX BBefleHHS TaHipesiKCy Mif Yac iMIyiaHTallii MIpH3BOANUIIO A0 Pe30poiril
nyona (muB. po3min «JokmiHiuHI maHi 3 6e3meku»). 3HaYeHHS IIUX JaHUX O TIOOUHU He
BCTAHOBJIEHO.

T'o0yeaHHA 2pydoio.
HesBigoMo 4u IpoHUKAaE raHipesikc y rpyaHe MOJIOKO.

3acTocyBaHHs npenapaTy OpraayTpad® IPOTUIIOKA3aHO B IIE€Piof] BariTHOCTI Ta TOMyBaHHS IPY/IIIO
(muB. po3min «IIpoTunokasaHHI»).

30amuicmb 8niusamu Ha weudKicme peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

Brnus npenapaty OpranyTpan® Ha MIBUAKICTh peakliil Ipy KepyBaHHi aBTOTPAHCIOPTOM a0 iHmuAMH
MeXaHi3MaMU He JOCIIiIXKYyBaBCH.



Cnoci6 3acmocyeaHHss ma do3u.
OpranyTpaH” IOBMHEH IPU3HAYATH TiNbKH CIeLialliCT, SKUil Ma€ JOCBifl TiKyBaHHS Oe3Tifns.
Io3ysaHHA.

OpraHyTpaH® 3aCTOCOBYETHCS IJIs TOIepeiKeHHST paHHBOTO MifiBUILIeHHS ceKpelril JIT' y KiHOK, SKUM
IIPOBOAMUTLCS KOHTPOJIbOBaHa CTUMYALiA segHuKiB. KI'd 3a monomoroio ®CI" abo kopudomitpominy
anbha MOXKHA PO3MNOYMHATY Ha 2-i a6o 3-if JleHb MeHCTpyanbHoro mukiy. Opranytpan® (0,25 Mr)
Cyi BBOOUTH MiAImKipHO, 1 pa3 Ha mo0y, moYyrHa4u 3 5-T0 ab0 6-r0 JHS 3aCTOCYBaHHS
kopudomiTpomniny anbda. [ToyaToK 3acTOCyBaHHS mpernapaTy OpranyTpan” 3aJeKuTh Bifl OBapianbHOl
BiATIOBifi, 1110 BKJTIOYA€E KiNbKiCTh i po3Mip 3pocTatouux QoJtikymiB Ta/abo KibKOCTi ecTpamiony B
IUPKYII00Yii KpoBi. IlouaTok miKyBaHHS npemapaToM OpranyTpan® MoXxe OYTH BifCTpOYeHHH IpH
BifCyTHOCTI (DOIIKYISPHOTO POCTY, X04a KJIiHIYHUY OOCBif IPYHTYETHCS HA 3aCTOCYBaHHI IIpenapaTy
Ha 5-i1 ab0 6-1 IeHb CTUMYJISIIL.

Opranyrpar” Ta ®CI’ HeoOXigHO BBOUTH IPUOIM3HO B OKH i Toi camuii yac. [IpemapaTi He MOXHa
3MillyBaTH B OQHOMY IIIPHUIIi, iX TOTPiOHO BBOJUTHU B Pi3Hi OiNSHKY Tifa.

o3y @CT cnip migbupaTy 3aexkHo Bifl KiTbKOCTi i po3Mipy nporpecyiouux ¢GoJiKyiB, a He Bif
KOHIIEHTPallil ecTpafiiony y KpoBi (ouB. po3ain «dapMaKoioriyHi BIaCTUBOCTI»).

IfomeHHe 3aCTOCYBaHHSA mpenapaTy OpranyTpad” HeOOXiHO IPOIOBXYBATH O MOMEHTY YTBOPEHHS
IOCTaTHBOI KinbKOCTi (HOMiKyiB BifmoBigHOro po3mipy. OcTaTouHe 0o3piBaHHS (OJiKYJIiB MOKHa
BUKJIUKaTHU BBEEHHSAM IIpernaparTy JIIOAChKOI0 XOPiOHIYHOr0 roHagoTpomniny (inXT).

Bubip uacy ocmaHHbvoi iH eKuii.

BpaxoByrouu nepiof HaliBBUBeeHHS raHipeIikCy, iHTepBall MiXK [ABOMa iH'€KLiIMU IIpenapaTry
OpranyTpas”, Tak caMo $IK i iHTepBaJI MiX 0CTaHHBOIO iH €KIliclo0 penapary OpraayTpas® Ta
in’ekiiero nXl, He Mae nepesuttyBatu 30 TOOUH, OCKIJIbKY y BUIAAKy 30iNbIIIeHHS iHTepBaly MoXke

BUHMKHYTH IepegdacHuii mik JIT'. ToMy Ko po3yud OpraayTpald® BBECTH BPaHIli, TO TaKe
JiKyBaHHS CIIi IIPOIOBXKYBATH IIPOTATOM YCHOT'O MEePiofy JIiKyBaHHS TOHALOTPOIIHOM, BKITIOUAl0UN

meHs iHimianil oymanii. ko in’exnii npenapaty OpranyTpaH” BBOOSATh Y OPYLid OJIOBUHI OHS, TO
ocTaHHi pa3 OpranyTpad” HeoOXi[HO BBECTH y [PYTiil IIOJIOBKHI IHS, 3a AeHb [0 iHimianil oByIsaii.

OpranyTpan” € 6e3nedHuM Ta eHeKTUBHUM OJIS Mal[i€HTOK, SKi IPOMIIIY YUACIIEHH] [UKIIA
JIIKyBaHHS.

HeoOximHicTh MiATPUMKY M0TeIHOBOI (ha3u B IIUKIIaX JIiKYBaHHS, 110 BKJTIOYAIOTh IIperapar
OpranyTtpad®, He BUBYasacs. Y KIiHIYHAX NOCIIIXKEHHSX MiJTPUMKA JTI0TEIHOBOI a3y IPOBOIMIACH
3rif[HO 3 TPAKTUKOIO OOCIIiTHUX 1IeHTPiB a00 BiATIOBIMHO [0 KJTiIHIYHOTO TPOTOKOITY.

OxpeMi rpyny naii€eHTiB

ITopyweHHA pYyHKUII HUPOK [ NeYiHKU.

Iocsin 3acTocyBaHHA mpenapaTy OpranyTpad” y HaLi€HTIiB 3 HOpyIIeHHAM QYHKIII HUPOK i IeYiHKH
BifICYTHi{, OCKiJIbKY TaKi MalieHTy OyIu BUK/IIOUEH] 3 KJIIHIYHUX HOCTIiAXKeHb. TOMy 3aCTOCyBaHHS
npenapaty OpraayTpad® IPOTUIIOKA3aHO Mali€HTaM i3 MOpyIleHHAMH QYHKI[I HIPOK MOMIPHOTO Ta
TS2KKOTO CTYIIeHS, a TAaKOXK IallicHTaM i3 MOpyIeHHAMY (QyHKIil TeYiHKHU.



Himu.

3acTocyBaHHs npenapaTy OpraayTpad® [iTsSM He BiANOBigac MOKa3aHHIM.

Cnocib sge0eHHA.

OpranyTpan” HeoOXiJHO BBOOUTH HifgIKipHO, 6axkaHO y cTerHo. Micre iH’exmil i 3MiHOBaTH A1
nonepenKenHs ninoarpodii. [MarienTka abo ii mapTHEp MOXKyTh BBOIUTH OprajyTpan” CaMOCTIHHO,
3a YMOBY IIPOBEIEHHS JTiIKapeM [eTalbHOT0 iHCTPYKTaXKy i MOXKJIMBOCTI OTPUMaHHS KOHCYIbTAIlil ¥

cIeliaicTa.

Y nonepenHb0 HATOBHEHOMY IITIPUIL MOXKYTb OyTH momiTHI 6ynp0Oaiky noBiTps. Lle ouikyBaHo, i
BUIaNIeHHs Oy/Ib0aIIoK IOBITPS He MOTPiOHO.

IHcmpyKuii w000 88€0€HHA.

[Iepen 3acTOCYyBaHHSM CIIif] IEPEBIPUTY PO3YUH. BUKOPUCTOBYBaTH TiJIbKY MPO30PUH, 110 HE MICTUTh
CTOPOHHIX JOMIIIIOK po3unH. HeBUKOpUCTaHUI PO3YUH Ta BiIXomou HEOOXigHO YTUIi3yBaTH BiAIOBITHO
IO MiclIeBUX BUMOT.

ITideomysaHHA Micys 88e0eHHA

PeTenbHO BUMHUTHU PYKHU BOHOIO 3 MUIOM. [IJ1s1 3HUIIEHHS OaKTepil Ha MOBepXHi MKipu 006poduTu
MicIle iH'€KIlil TAMIIOHOM, 3MOYEHUM Y CIIUPTi.

BgeoeHHAa 204KU

3HATY 3 TOJIKU KOBIIAYOK. BeIMKUM i BKa3iBHUM ITa/blIMU B3STH LIKIPY Y CKJIaAKy. BBecTu roiky B
OCHOBY CTUCHYTOI IIKipH mig KyToM 45° o ii moBepxHi. ITicns KoxHOI iH’eK1Iil He0OXimHO MiHATH
MicCIle BBe[IeHH4 IIperapary.

Ilepesipka npasu/sbHO20 NOAOHCEHHA 204KU

OO6epexkHO BiITITHYTH IOPIIEHDb Ha ce0e MJIs epeBipKy MPaBUJIbHOTO IOJIOKEHHS TONIKH. AKIIO0 y
IIIPUL 3’IBUAIacd KPOB, Ile 03Haydae, 1110 T'oJIKa IMoTpaluia y KpOBOHOCHY CYOUHY, B TAKOMY pas3i
BBOJIUTHU TIpemnaparT He MoxkHa. CIifil BUTATHYTH TOJNKY 3i IIIPULIOM i 10 MicIs iH’eK1lii mpuKIacTu
TaMIIOH 3 Ae3iH(}iKyouuM po3YynHOM Ha 1-2 XB.

[TouaTu BBeieHHS IIpellapaTy HOBUM ILITIPUIIOM.

Ao ronky 0y10 BBeIEHO IPaBUIIbHO, TO MTOBiIBHO, 3 OJHAKOBOIO CHUJIO HeOOXiIHO HAaTUCHYTH Ha
IIOPIIIEeHb, 11100 BBECTH PO3UMH ITIAIIKIPHO i HE CIPUYUHUTH IOMKONXKEHHS TKaHUHU.

[IIBUKO BUTSATHYTH IUIIPHUILL 3 TOJIKOIO i MPUTUCHYTH [0 MicIs iH €KIlil TaMIOH 3 fe3iHpiKyiouum
PpO3YrHOM. BukopucTaTy MWINIPUL MOXKHA TiIIPKY OOUH pas.

3axodu, aki mpeba sxcusamu y pasi, Koau Yac esedeHHs npenapamy 6y8 nponyuieHull

He MoXHa BBOOUTHU TOABINHY J03y Ipemnaparty, 1100 KOMIeHCYBaTH MIPOIYIEHY iH eKIIifo. AKIIo
nalieHTKa IIPOIyCcTUia i eKIlito, TO CJlif 3po6uTH ii ogpa3y, K TibKK BOHA 3rafiajia Ipo ie. AKIIo
3aTpUMKa i3 BBeJeHHSM IpenapaTy TpUBa€e OibIl HiXK 6 ropuH (To6TO iHTEpBaa MiX ABOMa
BBE[IeHHSAMMU IIpelapaTy nepesuiye 30 roguH), TO MallieHTKa TOBUHHA 3pOOUTH iH'€KIIIO i



3BEPHYTUCS 3a II0PaIOoi0 0 JIiKaps.
Himu. IlpenapaT He 3aCTOCOBYIOTh TiTIM.
Ilepedo3yeanHs.

[Tepemo3yBaHHs MoxKe 30i/bIIyBaTH TPUBAJICTH [il IpemapaTy. Y BUMAKy epeqo3yBaHHs BBEOEHHS
npenapaty OpranyTpas” ciif (THMYacoBO) IPUIKAHUTH.

HeMae 0oCTaTHIX JaHUX 0[O FOCTPOI TOKCHYHOCTI mpernapaty Opranytpan” y monei. Kiiniusi
MOCTIIXXEeHHs TIPY MiJIKiPHOMY BBEIeHHi mpemnapaTy OpranyTpan” y pa3oBux f03ax g0 12 Mr He
BUSIBUJIA CHCTEMHUX MMOOiuHMX peakuit. [Tig wac mocmigXKeHb TOCTPOl TOKCUYHOCTI y IIypiB Ta MaBI
CHMIITOMH Hecnelr(iuHol TOKCUYHOCTI CIIOCTepiranucs Juliile Micyis BHyTPIIHbOBEHHOTO BBeIEHH S
ragipenikcy noHapn 1 Ta 3 MI/Kr BiATIOBigHO.

ITo6iuni peakuii.
3azanvHa xapakmepucmuka npogiato 6e3nexu.

Y Tabnuni HUXKYe BKa3aHi BCi Mo6iuHi peakilil, 1110 BUHUKAJIHU Y XKiHOK IIPY JIiKyBaHHIi IpenapaToM
OpranyTtpas” y X0fi KIiHiYHAX [OCIiAXeHb i3 3acTocyBaHHAM pOCT i CTUMYIIALIl SCYHHUKIB.
ITepenGavaeThes, M0 IPH 3aCTOCYBaHHI npenaparty OpraayTpas® i3 KopudoIiTpominoM anbda
MOXKYTb BUHHUKATH TaKi caMi peaxkiiii.

Tabauus nobiyHUX peakuyitl.
[ToOiyHi peakuii KnacrudikoBaHi 3a KjlacaMi CUCTEM OPTaHiB Ta 4aCTOTOIO: AyxKe yacTo (= 1/10),

yacTo (Big = 1/100 mo < 1/10), meuacTo (Big = 1/1000 go < 1/100). HYacToTa peakiiii rinepyyTIUBOCTI
(my=xe pigko, < 1/10000) BcTaHOBIIEHA B XOfli TOCTMAPKETUHTOBOTO CIIOCTEPEKEHHS.

Knac cucrtemu opraHis YacToTa IMoOiuHa peakmis

[TopyweHHA 3 60Ky imyHHOI  |dyXe pigko PeakIlil rinep4yTAUBOCTI (BKIIIOYAIOUH

cucmemu BUCHUIIAHHS, HAOPSIK 00/IMYYsI, IUCIIHOE,
aHadimakcio (BKIMo4Yayyd aHaPinakKTHYHUN

I110K), aHT1I0HEBPOTUYHMH HAOPSIK Ta
KPOINB THKY)'
[oripmeHHs CTaHy IPU €K3eMi’

[TopyweHHsA 3 60Ky Hepeosoi [HewacTo [omoBHUM OiNb

cucmemu

[TopyweHHsA 3 60Ky WayHKos8o- [HeyacTo HynoTa

KUWK08020 mMpaKkmy

ITopyweHHA 3a2a/1bH020 [ly>xe 4acTo MicieBi peakiiii mIKipu B MicIii iH’eKiril

CMaHy ma cmaHu, noe’ A3aHi 3i (mepeBakHO MOYEPBOHiHHA, 3 a60 6e3 HabpsKy)®
cnocobom 3acmocy8aHHs

npenapamy Heuacto He3nyxaHHA

1l'Ipo TaKi BUNIQ[KX ITOBIIOMJISIIOCS BXKe ITiCIIsT 3aCTOCYBaHHS IIEPIIO] [O3HU y NaIliEHTOK, IKUM
BBOIMM OpranyTpas’.

“TloBimoMIIANOCS V OfHi€l mallieHTKH TIicTIs BBe[eHHs Hepiuoi [o3u mpenapaTy OpranyTpas”.

YV kTiHIYHEX DOCTiMXKeHHAX (uepe3 1 ropuny micing iH’'€k1il) BiporigHICTE OSIBU IPUHAKWMHI OIHOTO
BUIIAJKY MiClleBOi peakilii mkipu (momMipHOTro a0 TSXKKOTO CTYIEHS TSKKOCTI) cTaHoBuIa 12 % y



TMaIi€HTOK, AKi oTpuMyBanu OpramyTpas’, i 25 % - y NalieHToK, SKUM HifIIKipHO BBOAMIIA aroHiCT
'uPT. i micuesi peaxkiiil, K IpaBuio, 3HUKAJU Yepe3 4 TONUHMU TiC/Is BBEIEHHS IIpenapary.

OxpeMi mo6iyHi peakirii

[nmi mo6iyHi peakmii Oyu OB’ sI3aHi 3 TPOBEAEeHHIM KOHTPOIbOBAHOI TiepCTUMYJIAI] I€UHUKIB IIPU
OPT i Bxmtouanu Oink y BiAmismi Tasa, 3MyTTS KUBOTA, CAHAPOM TillePCTUMYJIAIi] S€YHUKIB (OUB.
po3min «Oco6IMBOCTi 3aCTOCYBAHHS»), EKTOIIYHY BariTHICTh Ta CIOHTaHHUM abopT.

Tepmin npudamHocmi. 3 POKH.
YMoBu 30epiranHsi.

36epiratu npu Temmepartypi 2-30 °C B opuriHanbHii ynakosii. He 3amMopozxyBaTu. 30epiratu y
HEeIOCTYIIHOMY [JIS JiTel MiCIIi.

HecymicHicmb.

Yepes BiACYTHICTh AOCTIAXKEHb HECYMICHOCTI 1€l TpenapaT He CJIif 3MilllyBaTy 3 iHIIUMU
JiKapChKUMH 3ac006aMu.

VnaxoBka.

OpHOpa30BuY MONEPENHLO HAIOBHEHUH IINPHUIL] 3 CATIKOHI30BaHOTO CKia Tumy I, mo mictuts 0,5 M
CTEPUJIBHOT0, TOTOBOTO IJIg 3aCTOCYBaHHS BOOHOI'O PO3YKHY, 3aKPUTHY T'YMOBUM VIIiIbHIOBaYeM. [0
KO2KHOTO TIOIlepeHbO HAallOBHEHOTO IIIIPHUIla IPUETHYETHCS TOIKa, SKa 3aKpUTa 3aXUCHUM
KOBIIQYKOM.

KoxeH nonepenHb0 HAallOBHEHUY LIMIPUL] 3 TOJIKOIO BKJIafleHUY V BIIKPUTUU IIJTACTUKOBUY JIOTOK; 110 5
JIOTKiB y KapTOHHIi KOPOO1Ii.

Kareropis Bignmycky. 3a peuenTtom.

BupoOHUK.

H.B. Opranos, Higepnarau/N.V. Organon, the Netherlands.

Micue3HaxokKeHHsI BUPOOHHKA Ta ajipeca MicCIsi MPOBaIXKeHHsI HOro Tis/IbHOCTI.

5349 AB Occ, Knoocrepiutpaar 6, Himepnauau/Kloosterstraat 6, 5349 AB Oss, the Netherlands
(ropumuuHa ampeca).

Monenmtpaat 110, 5342 CC Occ, Higepnargu/Molenstraat 110, 5342 CC Oss, the Netherlands
(ampeca Micust TpoOBaXKEHHS MisIIBHOCTI).



