Yacruna VI: Pe3rome nissibHOCTI, mepeadadenoi Ilinanom ynpapiiiHHSI pU3MKaMu
IJISl Mpenapary

Pe3tome aisisibHOCTI, nepeadavenoi IliianoM ynpasiiHHA pU3HKaMHu sl Ipenapary
OgiTpen® (xopioronagorpomnin aabpa)

Le pestome ITnany ynpasninas pusukamu (ITYP) s npenapaty Ositpen®. B ITYP naBenena neraapHa
iH(opMaIlis PO BaXKIMBI PU3HKH A7Is penapaty OBiTpen® Ta fK 1l pU3MKM MOKHA MiHiMi3yBaTH.

[HCTPYKIIis [T MEMYHOTO 3aCTOCYBAHHS JTiKapchKoro 3acoby OBiTpen® Hamae BaXIMBY iHPOPMAITiIO
JUTS MEIUYHUX MPAIiBHUKIB Ta MAI[IEHTIB SK 3aCTOCOBYBATH OBiTpeJI®. Opnouacuo 3 mum IIVP
3aIpOMOHOBAHO OHOBHTH 1H(OPMAIIiIO PO Mpernapar.

e pestome ITYP ma Ositpen® ciig posrmsgatv y KOHTeKCTi yciei miei indopmarii, BKIOYaroun
OLIIHKOBHH 3BIT €KCHEPTHU3M Ta HOr0 pPe3foMe JOCTYIHOI MOBOIO, SIKi € YaCTHHOI CBPOIECHCHKOTO
3BiTy 3 omiHku i rpomanacbkocti (EPAR).

BaxnuBi HOBiI mpoGiemu abo 3MiHM Takux mpobieM OyayTh BpaxoBani npu neperisai [IYP wna

Ositpen®.

|. Jlikapcbkuii 3aci0 Ta AJ19 YOro BiH 32CTOCOBYEThCS
Ogitpen® 3apeecTpoBaHmii IS TiKyBaHHS:

« Jlopocnaux >KIHOK MpH MPOBEIEHHI MPOIEAypU CYNEPOBYJIALil, L0 MEpeaye 3aCTOCYBAaHHIO
JIOTIOMI>KHUX PENpOoAyKTHBHUX TexHoorii (JIPT), Takux sk 3arumianaenns in vitro (IVF): Ositpen®
BBOJIUTHCS JJIs 1HIIIFOBaHHS OCTATOYHOIO 103piBaHHS (POTIKYIIIB Ta JIOTETHI3AIIT MICIS CTUMYJIISLIT
(bOITIKYISIPHOTO POCTY.

«  JlopociuX 3KiHOK 3 aHOBysAIiclo abo omirooyssmicro: OiTpen® BBOAUTHCA I iHIIiFOBAHHS
OBYJISILIT Ta JIOTEIHI3alli MallleHTKaM 3 aHOBYJIALIEI0 a00 OJIrOOBYJISALIEN MICHS CTUMYJISIIT
(boIiKyJISIPHOTO POCTY.

B sxocTi aKTMBHOI peUyOBMHHU Ipenapar MICTHTh XopioroHaaotpomiH anbda (p-uXI'), BiH iCHye B
onHoMy no3yBaHHI (250 mkr p-uXI') Ta 3apeecTpoBaHMi y JBOX JiKapchbkux ¢opmax. HasBHumu
JiKapcbKUMHU (hOpMaMHM € PO3YMH JUIs 1H €KIIN y MonepeHbo 3anoBHeHoMy mmpuiii (250 mxr/0,5 mu)
Ta pO34MH JJIs 1H €KLIA Y MONEepeIHbO 3aloBHEHIN pyull Uil BBeleHHS (250 MKr), oOuaBl 3 SKHX
MPU3HAYEHI JUIS MiJIIKIPHOTO BBEJCHHS.

JlonaTkoBy iH(OpMaIlil0 IPO OLIHKY IepeBar 3acTocyBaHHs Ipenapary OBiTpen® MoxHa 3HaHTH y
EPAR na Ositpen®, 30kpeMa y pe3ioMe, CKJIaJeHOMY IOCTYIHOK MOBOIO, PO3MIIIEHOMY Ha caifTi
EMA, na cTopiHIll, NpUCBAYEHIN 3 JIKapChKUM 3acO00M 1 MOB’sI3aHIN 31 CTOPIHKOIO, A€ PO3MIIIEHE
pestome EPAR Ha caiiti EMA.

II. Pu3suxku, nmoB’si3aHi 3 JIKapCbKMM 3ac000M, Ta AIVIBHICTL 3 MiHiMi3amii Ta
NMOAAJBIIOTO0 J0CJi/IXKeHHSI PU3UKIB

Basxui pusuku ans npenapaTy Ositpen® pasom i3 3axojamu 3 MiHiMisalii Takux pU3HKiB Ta
JOCIIKCHHS, 3alpoIlOHOBaHI Uil JTOJIATKOBOTO BHMBUEHHS PH3HKIB 3aCTOCYBaHHs Iperapary
OsiTpen®, onucani HUKYE.

3axonau 3 MiHIMI3allil pU3HKiB, BU3HAUEH] AJIS TIKAPChKUX 3aC001B, MOXKYTh BKIIIOUATH:

* Cpenudiuny iHdopMalio, TaKy SK IONEPEIKEHHS, 3acCTepeXeHHs Ta MOopagd II0J0



MPAaBUIILHOTO 3aCTOCYBAHHs, HABE/ICHY B IHCTPYKIIii JUISI MEJMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y 1 mpU3HAUEHY TS MAIli€HTIB Ta MEIUYHHUX MPAIliBHHUKIB;

*  BaxmBi mopaau Ha yImaKkoBIll Ipenapary;

+ 3apeecTpoBaHU PO3MIp YHAKOBKU - KUIBKICTH JIIKAPCHKOTO 3ac00y B YHAKOBIII OOMPAETHCS
TaKUM YMHOM, 11100 3a0€3MeUNTH KOPEKTHE 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y;

+ Craryc BIITyCKYy JIIKQPCHKOTO 3acO0y - MUISIX, SKUM TIperapar MOCTa4aeThCs 0 MAalli€eHTa
(manpukiaza 3a abo 6e3 perenTa), MOKe JIOMOMOTTH MIHIMI3yBaTH PU3UKH.

Yci pa3om 11l 3aX0Au CKIaIal0Th PyTHHHI 3aX014 3 MiHIMi3amii pu3uKiB. Ha mogaTok g0 mux 3axojiB
MOCTIHHO 30MPAETHCS Ta PETYJSIPHO aHANI3yeThecs iHMOpMAIlsS MPO MOOIYHI peakilii, BKIIOYAIYH
ouinky PerymspHo OnosmoBanux 3BitiB 3 besneku (PO3b), 3aBasku yomy y pasi HEOOXimAHOCTI
MOXYTh OyTH BXKUTI HeraiHi 3axoau. L{i 3axoau CKIamarTh pymunty OisibHicmb 3 hapmakonazisnoy.

SIxmo BaxMBa iH(popMallis, IKa MOKe BILTMHYTH Ha Ge3Ieune 3acToCyBaHHs npenapary OiTpen®, e
HE ICHY€, BOHA IepeIiueHa HIKUE K «BIICYTHS iH(GOpMaIis.

I1I.A Ilepenik Ba:xkJIMBHX PU3UKIB TA BiICYTHbOI iH(popMamii

Baxnusi pusuku s npenapaty Ositpen® - e pusuku, ski HoTpeOyIoTh CHelianbHOi AisIbHOCTI 3
VIPaBIiHHA PU3MKAMHU U TOJAIBIIOTO JOCTIKeHHs a00 MiHIMi3allil pU3UKy TaKHM YHHOM, 100
JmiKapchbKUi 3aci0 MokHa OyJ0 Oe3MeYHO 3aCTOCOBYBAaTH. BaxIIMBI pU3MKH MOXKHA PO3IIIAJATH SIK
inenTudikoBani abo moreHIiiHI. [neHTH(IKOBaHI PU3HUKH - 1Ie TPOOIEMH, IJ SIKUX ICHY€E JOCTATHE
iATBEPIKEHHS 3B 13Ky i3 3acTocyBaHHsAM npenapaty Ositpen®. [loTeHuiitni pusuxy - ne npodiemu,
JUTS SIKMX Ha IT1ICTaBi HAsSBHUX JIAaHUX 3B'30K 13 3aCTOCYBAaHHSM IIHOTO TPENapary MOXIIUBHMA, aJie 1ei
3B’SI30K I1I€ He OyB BCTaHOBIIEHUH 1 mOoTpedye moaanbioi ouiHku. BigcyTHs iHbopMallis MOCHIaeThCs
Ha iHdopMaIio moAo Oe3nmeKku JIKapChKOTro 3acoly, ska Ha el 4ac BIACYTHS 1 mOTpedye 300py
(HampuKIaa Mpy TPUBAIOMY 3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y).

Ilepenik BaxKIMBMX PU3HMKIB Ta BiICYyTHbOI iHopManii

BaxnuBi i1eHTH(DIKOBaH1 * TpomboemMbomist
U3UKH
Ba)xJIMBi NOTEHITIHI PU3HKH « HemnpaBunbHe 3acTOCYBaHHS, BKJIIOYAIOYM BTPATy Bark Ta

aHa0oIYHUHN ePeKT CTUMYJIALIT POCTy
+ 3acTtocyBaHHS 1032 3aTBEPPKEHUMH MMOKa3aHHIMHA

BincyTHs iHpopmartis * be3mmigHi KIHKM 13 CHHAPOMOM MOJIKICTO3HHUX S€YHUKIB
(CIIKA) nepen HacTaHHSIM MEHONAY3U

* be3migHi )KIHKM Nepe]] HaCTaHHAM MEHoIay3H crapuie 38
POKIB

+ be3migHi XiHKU Nepe] HaCTaHHAM MEHONay3H 3 1HJIEKCOM
macw tina (IMT) < 18 a6o > 30-35 kr/m?




I1.B Pe3oMe BaJIMBUX PU3HKIB

Baxuusuii inentudikoBanuii puzuk: TpomOoemoo.ris

Jloka3 3B’s13Ky pU3HKY
3 IIpenapaTom

KotinivHi 1aHi Ta MOBIIOMIICHHS Y MICISPEECTPALIIMHOMY MEPi0/Ii, a TAKOK
OTJIAJ HAYKOBOI JIITEPaTypH.

TpoMOoemO0Iis — 1€ BaXIIMBUH 171IeHTHU(IKOBAaHUH PU3UK VIS TIperapary,
X04a BiH € piakicHuM. Lle pigKicHe sBUIIE HE CIIOCTEPIrajaoch Y KIIHIYHUX
nocikeHHAX npenapaTy Ositpen®. Bomo cmoctepiraetscss y 8-11
Bunaakax Ha 10 000 nukniB jikyBanHs. Bono wyacto nos’szane 3 CI'CSL.
Xoua MexaHI3M HOro maroreHedy HE MiATBEPKEHHMA, OJHAK
CTBEPKY€EThCS, 10 TpomOoeMOomisi Moke OyTH 3yMoBieHa abo
TEMOKOHIIEHTpaIli€l0, ab00 BHCOKMMH PIBHAMH €CTPOTCHIB dYepe3
TOHA/IOTPOIIIHHU.

DakTOpHu pU3UKY Ta
TPYIH PUBHKY

XKinku 13 3aragoM BHU3HAaHUMH  (akTOpaMu pPHU3HKY PO3BUTKY
TPOoMOOEeMOOJIIYHUX SIBHIL, TAKMMHU SK BIACHUI a0o ciMeHHMI aHamHes,
OKUPIHHS, KypiHHA, YPOIKeHi a0o HaOyTi koarysomnartii uu TpoMOodiii,
CHCTEMHHMH JIiKapCbKMii BOBYaK, BEHO3HA HEIOCTATHICTh, TpHUBaJa
MPUKYTICTh A0 JikKa. JIikyBaHHS TOHAJOTPOIIHAMU MOKE MPU3BECTH JI0
MOJTAJIBIIIOTO 3POCTAHHS PU3HKY.

3axoau 3 MiHiMizaril
pU3UKIB

PyTunni 3axoau 3 MiHiMizanii pu3HKiB:

PyTrHHI IOBLIOMIEHHS OPO PUBHK:

Onuc TpomboeMOomii sik mo6iunHoi peakii (po3ain «[loOiuHi peaxiiiin
IHCTPYKIIT IS MEIMYHOTO 3aCTOCYBaHHS JIIKAPCHKOT0O 3aC00y).

PyrtrHHA MisUIbHICTE 3 MiHIMI3aI{l PU3HKIB, K4 PEKOMEHAVE cnenudivHi
KJIIHIYH1 3aX0JH JUIsl YCYHEHHS PU3UKY:

Hapmatorecsi pekoMeHparii peTenbHO 3BaXKyBaTH II€pEeBAard JIiKyBaHHS
MOPIBHIHO 3 PU3UKOM TPOMOOEMOOIIii y Mali€HTOK 31 CXHIBHICTIO 10 Hel
(po3min  «Oco0MMBOCTI  3aCTOCYBaHHS» IHCTPYKIUT U  MEIAUYHOTO
3aCTOCYBaHHS JIIKAPCHKOTO 3aC00Y).

[HImi pyTHHHI 3ax0oay 3 MiHiMizamii pu3MKIB, HE HaBeaeHl B iHdopMalli
IO Tperapar:

Po3mip ynakoBkmu:
OBiTpen® npu3HAYEHHUIA JTHILE I OJHOPA30BOr0 BUKOPUCTAHHS.

Craryc Binmycky:
PeuenTtypHuii nikapcbkuii 3acio.

JonaTkoBi 3axoau 3 MiHiMizauii pu3uKiB:
Hemae

BaxausBuii norenuiiinuii pusuk: HenpaBuiibHe 3acTOCyBaHHSI, BKJIIOYA04YM BTPATY Baru Ta

aHa0oJiuHMii edeKT cTUMYJISALIL POCTY

Jloka3 3B’s3Ky pHU3UKY
3 IIpenapaTom

JlitepatypHi gaHi Ta miCIIpeecTpaIiiHul JOCBI.
3a JaHMMM MICISPEECTpallifHOTO JOCBiAYy Ta JITEpaTypHUX JKEpen
Ositpen® Moske HEMPAaBUIILHO 3aCTOCOBYBATHCA Y JIBOX BUIIAJKaX:
1. He3akoHHe 3aCTOCYBaHHs YOJIOBIKaMU JUIsl aHAOOJIIYHOTO eeKTy
CTHMYJIALIT POCTY IS TOKPAIICHHS CIIOPTUBHUX MTApaMeTPiB.
2. Henane)xHe 3aCTOCYBaHHS JIJIsl BTPaTH Bary.




3actocyBanHsa mpemapary OBitpen® mns JOCATHEHHS aHAOOTIYHOTO
eeKTy € He3aKOHHHUM 1 Ma€ OyTH 3a00pOHEHE.

Jlnst 3acToCyBaHHSI y PpETyJIIOBaHHI Baru €(EeKTHBHICTh TIpenapayT
Ositpeny® He Oyna mTigTBepmkeHa Yy KIHIYHMX JOCTiIKEHHSX.
3actocyBanHs uXI 117151 BTpaTH Bard € HeHaJISKHUM Ha miacTaBi mpodiro
KOPHCTI Ta PU3HKIB 3aCTOCYBAHHSI 1 HE OBUHHO PEKOMEHTYBaTHCSL.

PakTOpH pU3UKY Ta
TPYIH PUBHKY

HenpaBuibHe 3acTOCYBaHHSI ISl JTOCATHCHHS aHAOOJIYHOTO e(deKTy
HaIMOBIpHIIIE TPAIUIAETHCS Y YOJOBIKIB-aTJeTiB, SKi 3aCTOCOBYIOTh
mpenapar 3 HaMmipaMH TIOKpallleHHS CIOPTUBHUX IapameTpiB  Ta
HapoIlyBaHHA M’s3iB. HemnpaBuibHEe 3acTOCyBaHHS [Jsl BTpaTH Baru
OLIBIII MOMIMPEHE Y TOMYJIAII MAliEHTIB 3 HAJUTMIIIKOBOKO Baro.

3axoau 3 MiHiMizawil
PH3UKIB

Pyrunni 3ax01m 3 MiHiMi3auii pu3ukiB:

PyTHHHI TOBLIOMIEHHS PO PUBHK:

Bxoroueni  1HCTpYKIIi IS HAJEXHOTO  3acTOCYBaHHS  (pO3ILIH
«Ilokazanusi» Ta «lIpoTunokasaHHs» IHCTPYKLIi A MEIUYHOTO
3aCTOCYBaHHs JIIKAPChKOTO 3aC00Y).

PyrtrHHA MisUIBHICTE 3 MiHIMI3aI{l PU3HKIB, K4 pEKOMEHAVE cnenudivHi
KJIHIYHI 3aX0IH JUISL YCYHEHHS DU3HUKY:
Hemae

Iami pyTHMHHI 3aX0aM 3 MiHiMi3zalii pU3MKIB, HE HaBeAeH] B iHdopmMarii
PO Ipernapar.

Po3mip ynakoBku:
OiTpen® npu3HAYEHMIA JTHIIE IS OJTHOPA30BOTO BUKOPUCTAHHS.

Craryc Binmycky:
PenentypHuii nikapcbkuii 3acib.

JoxaTkosi 3axoau 3 MiHiMi3anil pu3HKIB:
Hemae

BaxauBuii noreHuiiinuii pu3uK: 3aCTOCYBaHH 11032 3aTBEPIKCHUMH NMOKA3AHHAMHU

Jloka3 3B’43Ky pU3UKY
3 MpenapaTom

JliTepaTypHi AaHi Ta HicaspeecTpaliiiHui 10CBiA.

MeuuHi NpaliBHUKH MOXKYTh 3aCTOCOBYBaTH OBiTpen® 3a MoKa3aHHAMH,
3aTBEpPKCHUMH Uil cedoBoro uXI Ta/abo Juist JTiKyBaHHS YOJIOBIUOi
HEIUTITHOCTI, y pa3i XiMioTepanii HOBOyTBOPEHb S€UOK a00 y XJIOMYHUKIB 3
KpUIITOPXU3MOM. 3a IMMM TIOKa3aHHSIMHM €(EeKTHBHICTb Ta Oe3neka
npenapaty Ositpen® He BHBYANMCh, i TOMy Take 3aCTOCYBaHHS He
PEKOMEHAYEThCS.

®dakTopu pU3MKY Ta
TPy PU3HKY

[TarieHTH-40JIOBIKH 3 TIMOrOHAAM3MOM (BiJIOME ITOKa3aHHS JIJIsi CEYOBOTO
g XI") 3aTUIIIAFOTHCSI OCHOBHOTO ITOMYJISAIIIEIO JIUTSl 3aCTOCYBAaHHS Ipenapary
1mo3a 3aTBEP/UKCHUMH TIOKa3aHHSAMHU [UIsl CTUMYJISIT TECTUKYISIPHUX
€HJOKPUHHUX (PYHKIIH.

3axoau 3 MiHiMizamil
PU3UKIB

PyTunHi 3axoam 3 Minimizauii pu3ukis:

PyTuHHI MOBIIOMIIEHHS IPO PUBHK:

Bxmroueni  1HCTPYKINi  JJIS  HAJNEXHOTO  3aCTOCYBaHHS  (pO3ILIH
«Ilokazanns»y Ta «lIpoTumokazanss» IHCTPYKLil IS MEIUYHOTO
3aCTOCYBaHHsI JIIKAPCHKOTO 3aC00Y).




PyTuHHA AiAJBHICTE 3 MiHIMI3allii pU3HKIB, IKa PEKOMEHAYE celnbidHi
KJIIHIYHI 3aX001 /I YCYHEHHS PU3HUKY .

Hamaetscss  iHdopmMaliis momo BiICYTHOCTI  JIOCBIy — KJIIHIYHOTO
3aCTOCYBaHHS 3a IHIIMMHU TIOKa3aHHSMH, HDK 3rafjadl y po3miii
«ITokazannasy (po3ain «OcoOMUBOCTI 3aCTOCYBaHHS» IHCTPYKINIT ISt
MEMYHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00Y).

Iamn pyTuHHI 3aX0aM 3 MiHIMIZamii pU3HKIB, HE HaBeAeH]l B iHdopMarii
PO Iperapar.

Po3mip ynakoBkmu:
OsiTpen® npu3HAUEHNUIA JTHIIE I OJHOPA30BOT0 BUKOPUCTAHHS.

Craryc Binmycky:
PenentypHuii nikapcekuii 3acio.

JonarTkoBi 3axoau 3 MiHiMi3alil pu3uKiB:
Hemae

Bincyrns indopmanis: be3niani :kiHkH i3 cuHApoMoM noJikicTo3uux sieuHukis (CIIKS)
nepea HACTAHHSAM MEHONAY3H
3axoau 3 MiHiMizaril 3axou 3 MiHIMi3allil pU3HKiB BiJCYTHI.
PHU3HUKIB

BigcyTns indopmanis: bBe3nuiiani :KiHku nepea HacTaHHSIM MeHoNay3u crapiue 38 pokis

3axonu 3 MiHIMi3alil 3axo/au 3 MiHIMI3alli pU3HUKIB BiICYyTHI.
PHU3UKIB

Bigcyrns indopmanis: be3nuiiani :kinku nepea HactanusaM menonaysu 3 IMT < 18 a6o > 30-
35 kr/m?
3axoau 3 MiHIMi3amil 3axo/u 3 MiHIMI3aIli1 pU3UKIB BIJICYyTHI.
PHU3UKIB

I1.C Ilnan nicasipeecTpaniiiHOr0 pO3BUTKY

II.C1 JlocJizKeHHs, IKi € YMOBOK BUAa4i peecTPaliilHOr0 MOCBiT4YeHHA

Jlns mpemapaty OBiTpen® Hemae nOCTifkeHb, ki 6 OyaM yMOBOI BHadi abo0 crenudiuHIMH
3000B’s13aHHAMU IPU BUa41 peeCTPALIHHOTO MOCBITYEHHS.

I1.C.2 IHmi mocaigxeHHs y NUIaHI MiCASIPeECTPaliiiHOTO PO3BUTKY

Jlnst npenapaTy OBiTpen® He NOTPiOGHO MPOBEAEHHS JOCHTiKEHD.



