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Komno3uuuu u cnoco0bl AJ1s1 KOHTPOJIHPYEMOH CTUMYJISIUH SIHYHUKOB

Hacrosimee nzo0pereHne OTHOCUTCS K CIoco0aM, KOMIO3MLUAM U (apMalieBTUIECKUM
IPOAYKTAM JJIsl JIeUueHHs1 OCCTUIONHS.

IIpeanoceLixu u300peTeHUst

XopouIio U3BECTHBI BCIIOMOTaTebHbIE penponykTiBHble TexHonoruu (ART), Takue kak
skcTpakopropanbHoe oruonoTsopenue (IVF) u mukpoomnonorsopenue. s ART oObraHO
HeoOXonuMa CTaiusi KOHTpoJupyemoit ctumysinnu ssudaukoB (COS), mpu koTopoit koropta
(bOJTUKYJIOB CTUMYJIUPYETCsT N0 mNOJHOro co3peBanus. CranmaptHbeie crnocodbr COS
BKJIFOYAIOT BBEIEHHE TOHAIOTPONMHOB, TAKHX KaK (HOJUTHKYJIOCTHMYJHUPYIOIIUNA TOPMOH
(FSH), otnenpHO MM B KOMOMHALIMY C aKTHBHOCTBIO JIIOTEMHM3HpYIoLero ropmona (LH) mns
CTHUMYJISILIH Pa3BUTHA MHOXkecTBa (osuukyynoB. O0eruo 1t COS HeoOXomuMo BBEOEHHE
ananora GnRH wnu aronncrta GnRH 1o w/mnm B Xone CTUMYJSIIMH U TIPENOTBPALICHUS
npexaeBpeMeHHoro  BelOpoca LH, KOTOpeIii MOXeT HWHAYyUMPOBaTb OBYJBILHIO 10
3aIUIAHUPOBAHHOTO  M3BJIeUEHUs oouuta. PapManeBTHYECKHE KOMIIO3ULHUH, OOBIYHO
npumensiemble Uit COS, BKIIIOYAOT peKOMOMHAHTHBIN (POJUTUKYIOCTUMYJIUPYIOIUI TOPMOH
(rFSH), Bxirovas REKOVELLE® u GONAL-F®, nonydyeHHbldi w3 wmouun FSH,
pexomOuHaHTHbIe npeniapatsl FSH + LH, nony4eHHbli U3 MOYM MEHOTPOIUH, [4eI0BEYeCKHUA
MeHonay3anbHbli  roHagorponuH (hMG)] ¥ BBICOKOOYMIIEHHBIH  YeJOBEYECKHil
MeHomnay3aibHbll roragorponud (HP-hMG).

B cnyuae cnumkom BeICOKOTO oTBeTa simuHUKOB COS MOXeT OBbITh CBs3aHA C PUCKOM
CHHApOMA TUnepcTUuMyJisinun suaHUKOB (OHSS), KOTOpBIi B TSDKENIBIX CIydasixX MOMKET CTaThb
OMacHbIM JJis1 J)KU3HU. CIIOCOOHOCTH MPOTHO3UPOBATh MOTEHIMA OTBETA SIMUHUKOB JKEHIIMHBI
Ha COS MOKET MO3BOJIUTH pa3paboTarb NePCOHANTU3UPOBaHHbIE Wi
uHAUBHyanu3upoBaHHble npotokonsl COS. Takue HMHAMBUIYaNTW3UPOBAHHBIE MPOTOKOJIbBI
MOTYT, Hampumep, CHU3UThb puck pa3Butus OHSS y keHIIUH, y KOTOPBIX MPOTHO3UPYETCs
ype3MepHblii oTBeT simyHUKOB Ha COS, WWIN TOBBICUTH BEPOSTHOCTH OEPEMEHHOCTH Y
JKEHIIMH, KOTOpbIe KJIACCH(PUIUPYIOTCS Kak IUIOXO oTeevaromue. YpoBHH AMH Hampsimyro
KOPPENHUPYIOT C OTBETOM SIMYHUKOB Ha roHajgorpornuubl B xome COS. Takum obOpasom,
BbICOKHE ypoBHH AMH SBIAIOTCA XOPOIIMM NPOTHOCTUYECKHM (DAaKTOPOM HYPE3MEPHOTO
OTBETa SIMYHUKOB M MHAMKATOpOoM pucka paszsutus OHSS, torga xax Huskue yposHu AMH
NO3BOJISAIOT MPECKa3bIBaTh MJIOXOH 0TBeT ANYHUKOB Ha COS.

Knuanueckoe uccnenoBaHue B MOCIEAHHE TOAbl ObUIO COCPENOTOYEHO Ha pa3paboTke

MHIUBUAYATU3UPOBAHHBIX peKUMOB fno3uposanus st COS, nepBoHauanbHO Oe3 MpUMEHEeHUs
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AMH, HO OCHOBaHHBIX Ha JPYIrUX MPOTHOCTHYECKHX (PAaKTOpPax OTBETA SIMYHUKOB. JTH
NporHocTHUeckne (hakTopbl BKIIOYAOT Bo3pact, HHAekC Maccel tena (BMI), FSH wu
KOJINYECTBO aHTpasbHbIX (osmukyios (AFC).

Kak ykazaHO Bbime, st cTaHmapTHeIX mpoTokonoB COS Tpebyercs: exemHeBHOE
BBenenne FSH nns mnaykimm pocrta MHOXKeCTBa (DOJUTMKYJIOB JJISL TOJYYEHUS] TOCTATOYHOTO
xonuuectBa oouutoB misi IVF. FSH mpencrasnsier co0oit €CTeCTBEHHBIN TOPMOH, KOTOPBIHA
cekpeTupyercsi mepenHeidl monedi rumodusa. Y 3m0poBbix ckeHmuH FSH  exxemecsyHO
UHIYLHPYET POCT OJHOTO JOMUHHPYIOMIEro (DOJUTHKYJIA, KOTOPBIH OBYJUPYET B XOA€ KaJKAOTO
ecrecTBeHHOro Lukia. OuumenHsli FSH w3 Moum JKEHIIMH B NMOCTMEHOINAy3e B TEYCHUE
MHOTHX JIET TPUMEHSUICS JJIsl JISYeHUs] OeCIuIonws, Kak IJIsl CTUMYJISIUHM OBYJISIHH IPH
€CTeCTBEHHOM DPa3MHOXKEHUH, TaK M U1 MHAYKUHUH POCTa MHOXKECTBa (POJUTUKYJIOB MJISt
MOJIY4EHUS TOCTATOYHOTO KojimuecTBa oouToB st ART.

Jlo HenaBHEro BpPEMEHH €IUHCTBEHHbIE ONOOpeHHble MpoAykThl Ha ocHOBe rFSH ms
CTHMYJISILIAH SIMYHAKOB, Takue Kak dommmrporus anbha (GONAL-F®, Merck Serono/EMD
Serono) u Qommrporns 6Gera (PUREGON®/FOLLISTIM®, MSD/Schering-Plough),
NOJIy4au W3 JIMHUM KIETOK simuHuKa kuradickoro xomsiuka (CHO). ABropamu HacTosimero
uszobperenust Obul paspaboran rFSH, mosydeHHBIH U3 JIMHUM KJIETOK YeJIOBEKA, KOTOPBIH
SIBJIIETCS. TIPEOMETOM MexayHapoxHod marteHTHOW 3asBku Ne PCT/GB2009/000978,
onyOmukoBaHHON kak WO2009/127826A. 13 nexabps 2016 roma Espomeiickas xomuccus
(EC) Bpimanma paspelieHue Ha MPOAAKY REKOVELLE® (bonmutponuH nenbTa, TaKKe
usBecTHbli kak FE 999049), pekoMOMHAHTHOTO (POJUTMKYJIOCTUMYJIMPYIOLIETO TOPMOHA,
NOJIy4eHHOTO W3 JIMHUHM KJIETOK dYenoBeka (uenoseueckuid rFSH), mnsa npumenenus ast
KOHTPOJHMPYEMON CTUMYJISILUU SIUYHUKOB JJISl PA3BUTHUSI MHOXKECTBA (DOJUTHKYJIOB Y JKEHIIHH,
MOJBEPTAOLINXCS BCIIOMOTAaTeIbHBIM penponyKTHBHbBIM TexHojorusM (ART), Takum kak
ik oronorsopenus (IVF) in vitro. REKOVELLE® npencrasisier coboii nepsbiii TFSH,
MOJIyYCHHBIA U3 JIMHUU KJIEeTOK uenoseka. [Ipoaykr REKOVELLE® (pomnmurponuH nenbTa)
MOJIYYaIOT ¢ TIOMOIIBID CIIOCOOOB, PACKPBITBIX B MEKIYHAPOAHOW TMATEHTHOW 3asBKe No
PCT/GB2009/000978.

Jlo3upoBka REKOVELLE® VHIUBUAYAIU3UPYETCS UL  KaKIOrO IauMeHTa U
HAlpaBJIEHaHA TOJIyY€HUE OTBETA STUYHUKOB, KOTOPBIA CBs3aH C OJarompusTHBIM mpoduiem
6e3omacHoCTH/3()(PEeKTUBHOCTH, TO €CThb HANPABJICH Ha MOJYYCHHE aJeKBATHOIO KOJIHYECTBA
U3BJICUEHHBIX OOLMTOB U COKpAallleHHe BMelaTenbCcTB i  npenynpexkaenuss OHSS.
REKOVELLE® no3upyercsi B MHKporpammax (Mkr). Jlns mepBOro LMKiIAa JICUEHUs

UHAUBHUAYaAJIbHAasE CYTOYHAsA [O034 ONPEACIICTCA Ha OCHOBE CbIBOpOTO‘IHOﬁ KOHICHTpAalun
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AMH y XeHIIUHBI U, B 3aBUCUMOCTH OT ChIBOPOTOUHOI KoHUeHTpauuu AMH, ee Beca Tena.
Jlo3a ocHoBaHa Ha HemaBHeM ompeneneHnn AMH (T. e. B TedeHue nocieqHux 12 mecses),
M3MEPEHHOM ¢ ToMOIIpI0 nMMyHoanammsa ELECSYS® AMH Plus (Roche). UnnusunyanbHas
CYTOUYHasl 7034 COXPAHSAETCS HA MPOTSHKEHMM BCEro Nepuoja CTUMYJALMU. [ KEeHIUH C
AMH < 15 nMons/n cyTouHast 103a REKOVELLE® cocrasnser 12 MKT HE3aBHCHMO OT Beca
tena. J{st sxenmuH ¢ AMH > 15 nmons/n cyTovHas 103a REKOVELLE® Huse 1 HaXOQUTCS B
nuanasone, cocraBisitomeM 0,19-0,10 MKI/Kr 1Mo cpaBHEHUIO ¢ KOHUeHTpauusmu AMH,
COCTAaBISIIOMKMMH OT 15 mMonb/nm 10 > 40 mMonb/a. [yl MOCHEAYIOIHUX LUKJIOB JICYSHHUS
CyTOYHas n103a REKOVELLE® COXPAHSAETCsT WIU U3MEHSETCS] B COOTBETCTBUU C OTBETOM
SUYHUKOB MAIlMEeHTa B NMpebIaylieM Lukjie. Eciu B mpeapinymeM LUKIE y ManueHTa ObLI
alleKBaTHBIA OTBET SMUHUKOB Oe3 passutms OHSS, mpumensiercss Ta xe cyTodHas nosa. B
cllyuae HEAOCTATOYHOIO OTBeTa SWYHUKOB B INPEAbIAyIIEM LMKJIE CyTOYHas J03a B
cienyromeM Lukiae yeennuuBaercss Ha 25% wumum 50% B COOTBETCTBUHM CO CTETECHBIO
HaOmroaemMoro oreera. B ciyyae upe3MepHOro OTBeTa SIMYHUKOB B MPEABIAYINEM IUKIE
CYyTOYHasl 7103a B CleAyromeM uukie yMmenbinaercss Ha 20% wumm 33% B COOTBETCTBHH CO
CTETNEHbIO HAONII0aeMOro OTBeTa. Y MAaIlMEeHTOB, Y KOTOpbIxX paszsuiicst OHSS mnmm y koTopeix
Obu1 puck passurus OHSS B mpenpiayineM nukie, CyTodHast 103a AJis CIAENYIOLEero UKJa Ha
33% Huxke, yeM 1no3a B Lukie, B koropoMm Bo3HuUK OHSS wnu puck passurus OHSS.
MakcumanpHasi CyTO4Has 1032 REKOVELLE® cocrassier 24 MKT.

Tem He MeHee, cymiecTByeT noTpeOHOCTh B mportokosnax COS, koTopsie o0ecrneynBaroT
aJleKBATHBINM OTBET HA CTUMYJISILIMIO M/UJIHM CHIXKEeHUe pucka pazsurus OHSS.

KPATKOE OITUCAHHUE

B cooTBeTcTBHU C HEKOTOPBIMU ACMEKTaMH MPENYyCMOTPEHbI KOMIIO3ULIUY, COAEpIKalne
pekoMOMHaHTHBIN  ommukynoctumynupyromuid  ropmor (rFSH), nns npumenenust st
JedeHus OecIionusi y malieHTa B BO3pacTe > 35 JieT, rae KOMIO3HUIUS MpeJHa3HaueHa JJIst
BBeJIeHUs] B (HampuMep, Ha4albHOW) mo3e, cocrapisiromeir 15 mkr rFSH B jgeHb, wiu
(Hampumep, HAYallbHOWM) 103€, SKBUBAJIGHTHOH »ToW gno3e. Takke mpenyCMOTPEHbI
KOMITO3ULIMH JIJIs1 UCTIOB30BAHUS JUIS JIEYeHUST OeCIIONMs y TTallUEHTOB B BO3pacTe > 35 jer,
re KOMIO3HMLUS COAEPKUT (HampuMmep, HadalbHYH0) 103y, coctaBisomyo 15 mxr rFSH B
IeHb, WK (HarpuMep, HadalbHYI0) 03y, SKBHBAJIEHTHYIO 3TOH no3e. Kommnosuums moxer
ObITh TpenHA3HAYEHA JJI1 BBEACHUS B (HApUMep, HaYaJlbHOM) A03€, COCTABISIOMEH 15 MKr
rFSH B nenb.

B cooTBeTcTBUU C HEKOTOPBIMU ACMEKTaAMM MPENYyCMOTPEHbI KOMIIO3ULIUU, COAEpKalLne

rFSH, nnst ucnonp3oBaHus s JiedeHHs] OeCIUIonus y TManueHTa B Bo3pacte > 35 yer, rae
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KOMITO3ULIMS TIPEeIHa3HAUYEeHA JJIs BBEICHUs B Ha4albHOU n03e, cocrassouieit 15 mxr rFSH B
NIeHb, TI€ Ha4YallbHasl 032 BBOAUTCS B 110 MEHbIIIEH Mepe NeHb | sedueHus (MpenrnoYTHTEIbHO B
1O MeHbIIeH Mepe AeHb 1 U AeHb 2 JeueHus, OoJiee MPeArnoUTUTENbHO B KAXKIABIA U3 fHel 1-4
JedeHusi), rae HeoOs3arenbHO n03a (1) yBeNIMYMBAETCS 3a CYET MEPBOTO IOIIArOBOTO
yBeIM4YeHus: 1036l Ha 3 MKr pekomOuHantHoro FSH B mo6oli nmocnenyrommii 1eHb JIeueHus,
w/unu (i1) yMEHBINAETCS 3a CYeT MEPBOrO IIOLIArOBOIO YMEHbINEHHS J03bI HAa 3 MKT
pexomObunanTHoro FSH B 10001 mocienyromuii neHs jgedeHus. {03y MOKHO MOAAEP KUBATh
Ha ypOBHE HAa4aJbHOHN J03bl B TEYEHUE BCETO Nepuona JieueHus. B kauecTsBe anbTepHATUBBI,
MepBOe MOIIAroBoe yBeiaudeHue no3bl Ha 3 MKr rFSH MokeT ObITh (a) C MOCHEAYOIMUM IO
MEHbIIEH Mepe OOHUM IOMOJIHUTEJIbHBIM MOIIArOBbIM yBEIHMUYEeHHEeM A03bl Ha 3 Mkr rFSH
Yyepes3 10 MEHbIIEH Mepe ABa JHs MOCHe MPEIbIAyIIero MOMIaroBoro M3MEHEHUs! TO3bl; H/HITH
(b) ¢ mocnenyrIMM MO MEHbIIEH Mepe ONHHUM MOMIATOBBIM YMEHBIIEHUEM JIO3bl HA 3 MKT
rFSH uepes mo MeHblIeit Mmepe OANH A€Hb MOCIE MPEIbIAYIIEro MOMIaroBOro U3MEHEHUS JO3BI.
JIOTIOJTHUTENBHO WIIA B KAYECTBE AJIbTEPHATUBBIL, MIEPBOE NMOLUIATOBOE CHUXKEHHUE O3bI HA 3 MKT
rFSH mosxer ObITh (a) C MOCIENYIOMUM [0 MEHbIIEH Mepe OXHHUM IOIIATOBbIM YBEIHUEHHEM
no3bl Ha 3 MKr rFSH uepe3 mo meHbluel Mepe ABa [Hs MOCHIE MPEAbIIYLIEro MOLIAroBOro
u3MeHeHus1 103bl, w/wmm (b) ¢ mociaenyrImuM Mo MeHbIIel Mepe OIHHM JOMOJHHUTEIbHBIM
yMeHblIeHueM 103bl Ha 3 MKT rFSH uepes o MeHblInel Mepe OJIuH JeHb MOCTe MPEeabIAYLIEro
u3MeHeHHuss 103bl. Jlo3a MoxeT OBbITh yBEIMYEHA A0 MAaKCUMAaJbHOH CYTOYHOH /03B,
COCTaBJISIIOLIEH 24 MKT, WM YMEHbLIEHAa 10 MUHUMAJBHON CYTOYHOM A03bl, COCTABJIAIOILEN O
MKT.

B cooTtBeTcTBUM ¢ HEKOTOPBIMH aCMEKTaMHU MPEIyCMOTPEHbI KOMIO3ULIUY, COAEPKAILNE
rFSH, nns ucnonp3oBaHust AJis JIeYeHUs] OECTUIONUS Y MALUEeHTa, UASHTU(PULIHUPOBAHHOTO KaK
Haxojsuerocss B Bo3pacTe < 34 jeT, rae KOMIO3ULMS IpeNHAa3HA4deHa [Jisl BBEIEHUS B
(Hampumep, HaudaiabHOW) no3e, cocrapisitomeit 12 mkr rFSH B nmeHb, wiu (Hampumep,
HAYaJIbHOW) J103€, SKBHBAJEHTHOW 3TOH no3e. Takke NpPenyCMOTPEHBl KOMITO3WULUH IS
UCTIONIb30BAHMS JUIA  JIeYeHUs1 Oecruionus y TanueHTa, WACHTU(QUIMPOBAHHOIO Kak
HaxoJsIIerocss B Bozpacte < 34 Jer, rae KOMIIO3ULUS COAEPXKHUT (HAmpuUMep, HAYaJIbHYIO)
nosy, cocrapmpomyo 12 mxr FSH B nmenp, wnm (Hampumep, HaudalbHYIO) MAO03Y,
SKBHUBAJEHTHYIO 3TOH no3e. Kommosuiusi mMoxker ObITh NpeAHAa3HA4YeHA /AJsl BBEICHUS B
(Hampumep, Ha4AITBHOMW) 103e, cocTaBsitoineit 12 mxr rFSH B neHb.

B cooTtBeTcTBUM ¢ HEKOTOPBIMH aCMEKTaMHU MPEIYyCMOTPEHbI KOMIO3ULIUY, COAEPKALLNE
rFSH, nnst ucnonp3oBaHus IS JiedeHHs] OeCIUIonusl y manueHTa B Bo3pacte < 34 jer, rae

KOMITO3ULIMS TIPEeIHa3HAUYEHA Ui BBEJEHUSI B HAaYaIbHOU 103€e, cocTapisitomeit 12 mxr rFSH B
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JIeHb, TIe HaYalibHasl 1032 BBOIUTCS B I10 MEHbIIIEH Mepe eHb | JedeHus (MpenrnoYTHTEIbHO B
1O MEeHbINEH Mepe AeHb 1 U AeHb 2 JeueHus, OoJiee IPEAnOUTUTENbHO B KK U3 fHel 1-4
JeyeHus), rae HeoOs3aTenbHO n03a (1) yBENIMYMBAETCS 3a CUET IIePBOrO IOIIArOBOTO
yBenudeHus n103bl Ha 3 MKr rFSH B moOoit mocnenyromuii neHbp JedeHus;, w/wm (ii)
YMEHBIIAETCs] 3a CUeT MEPBOro IMOIIAroBOr0 yMeHblIeHus n03bl Ha 3 MKr rFSH B moOoi
MOCJIEAYIOUINHN J€Hb JICUEHMUSI.

J103y MOXHO MOAAEPKUBATb HA YPOBHE HAYaJbHOW AO3bl B TE€YEHHE BCEro INEpHoOaa
neueHus. JIOMONHUTENBHO WM B Ka4yeCTBE ajJbTEPHATHBBI, IEPBOE MOLIATOBOE YBEIUYECHUE
no3sl Ha 3 Mkr rFSH moxker ObiTh (a) € MOCHENYIOIIMM IO MEHBIIEH Mepe OIHHM
JIOTIOJIHUTENBHBIM TOIIAaroBbIMyBenyeHrneM 1o03bl Ha 3 MKT rFSH uepes mo meHbiueil mepe
IBa JHS TOCJIE MPEAbIIYLIEro MOMaroBoro u3MeHeHus no3bl;, u/mn (b) ¢ mocneayomum mo
MeHbIIIeH Mepe OJHUM IOLIArOBbIM YMeHbleHHeM 103bl Ha 3 MKr rFSH uepe3 mo menblueit
Mepe OAWH AE€Hb NOCJE NPEeabIAYLIEro MOMAaroBOro U3MeHeHus1 A03bl. JIONOJHUTENBHO WU B
Ka4eCTBE aJIbTEPHATHUBBI, IEPBOE MOLIAroBoe CHIDKeHHe 103bl Ha 3 MKr rFSH moxer ObiTh (a)
C MOCJIEAYIOIINM IO MEHbLIEH Mepe OJHHUM MOIIAroBbIM yBeJuueHueM 103bl Ha 3 MKr rFSH
gyepe3 10 MEHbIIeH Mepe ABa JHs MOCHe MPEIbIAyIIero MOIIaroBoro N3MEHEHHs! 1036, H/UIH
(b) ¢ mocnenyrOIMM MO MEHbIIEH Mepe OJHUM IOMOJIHUTEIbHBIM YMEHbIIEHHEM A03bI Ha 3
MKT rFSH uepes mo meHbleill Mepe OAMH AE€Hb MOCje NPEeAbIAYLIero n3MeHeHus: A03bl. Jlo3a
MOKeT ObITh yBeJIMUYEHA A0 MaKCHMAJbHOH CYTOYHOW JO3bI, COCTABISIOIIENH 24 MKT, WM
YMEHBIIEHA 10 MUHUMAJIBHON CYyTOYHOMN A03bl, COCTABIIAIOIIEH 6 MKT.

B cooTBeTcTBHMM ¢ HEKOTOPBIMH AaCHEKTaMU MPEIyCMOTPEHbI CIOCOOBI JICUEHUsI
Oecruionusi y MalMEHTa >KEHCKOTO Mojia B BO3pacTe > 35 JeT, BKIKOYAKOINUE BBEICHHE
pexoMmOuHaHTHOTO (hosuukynocTumy upyomero ropmona (rFSH) B nose, cocrasstomeii 15
Mkr rFSH B neHb, wiam mo3e, SKBUBAJEHTHOW 3TOW 103e, HauMHas co nHs 1 nedenus. rFSH
MOXHO BBOJIUTH B 03€, cocTapistorneii 15 mkr rFSH B neHb, HaunHas co aHs | nedeHus.

B cooTBercTBMM ¢ HEKOTOPBIMU acmleKTamMH Crnocod BkmoudaeT BBeaeHne rFSH B
Ha4YaJIbHOU A03€, COCTaBJAOLEH 15 MKr B IeHb B TedueHHE MO MeHblUlel mepe 1-4 nHel, u
HeoO0s13aTeIbHO B JIFO0OM mocienyromuid neHs (i) yeandenue no3sl rFSH 3a cuet momarosoro
yBenudeHus: 1o3bl Ha 3 Mkr rFSH wmm (ii) ymensmenue no3sl tFSH 3a cuer mormarosoro
ymeHblieHus A03bl Ha 3 Mkr tFSH. Jlo3y rFSH moxHO moaaep:kuBaTh Ha YpOBHE Ha4aJIbHOU
J03bl, COCTABJISIIOIIEHN 15 MKI B I€Hb, HA NPOTSIKEHUHU BCEro JiedeHusl. [[OnONMHUTENBHO WIH B
KaueCcTBE€ aJbTEPHATHBBI, [IOIIATOBOE yBeauMdYeHue nA03bl Ha 3 Mkr rFSH  moxer
COIPOBOKAATHCS (@) JOMOIHUTENBHBIM TIOLIArOBBIM MOBBIIIEHHEM 036l Ha 3 MKT rFSH depes

IO MEHbIIEeH Mepe N1Ba JIHS IOCJe MPEbIAYIIEero MOLIarOBOrO yBeJudeHus n03bl Win (0)
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NOLIATOBBIM yMEHbIIEHHeM A03bl Ha 3 MKr TFSH depe3 mo MeHbluell Mepe OJUH AEHb MOCIe
NPEeAbIAYLIEro MOLIArOBOrO  yBEIWYEHHUs N03bl.  [ONMOJHUTENBHO MM B Ka4eCTBE
aJbTEPHATHUBBI, MOLIATOBOE yMeHblIeHHe a03bl Ha 3 MKr rFSH mosker compopoxaarses (a)
NOLIAroBbIM yBeNnudeHueM 103bl Ha 3 MKr rFSH uepe3 mo MmeHbluell mMepe OAMH A€Hb WU
4yepe3 MO MEHbIIEeH Mepe 1Ba JHsS MOCJe NMPEAbIIyLIero NomaroBOro YMEHbIIEHUS 103bl WK
(0) mOMOMHUTENBHBIM MOIIATOBBIM CHUKEHHEM 103bI Ha 3 MKT rFSH uepes mo mMeHbIneii mepe
OIUH JIeHb MOCJE MPEeAbIIyIlero IOIMIAaroBOro yMEHbIIEHUs [03bl. B COOTBETCTBUM C
HEKOTOPBIMHU ACTIEKTaMU HA MPOTSXKEHUH BCEro Kypca JEUEeHHs] MAaKCUMallbHasl CYyTO4YHAs 1034
rFSH cocraBnser 24 Mkr, a MUHMMaJIbHasl CyTOYHAs 1032 COCTABIISET O MKT.

B cooTBeTcTBHMM € HEKOTOPBIMH AaCIEKTaMH MPENyCMOTPEHBI CHOCOOBI JICUEHUS
Oecruionusi y NAIMEHTOB >KEHCKOrO TIOJa, HISHTH()ULIHMPOBAHHBIX KaK HAXONALINECS B
Bo3pacte < 34 ner, Brimoyatomue seeaerne rFSH B nose, cocrasmsiromneii 12 mxr rFSH B nenb,
WIN J03€, SKBUBAJIEHTHON 5TOH mo3e, HauuHas co aHA 1 nedenus. rTFSH mMoxxHO BBOOWTL B
no3e, cocrapsiromeit 12 mxr rFSH B nenp, HaumHas co qHs 1 nedeHus.

B cooTBercTBMM ¢ HEKOTOPBIMU acmleKTamMH crnocod Bkmoudaer BBeaeHne rFSH B
Ha4YaJIbHOM A03€, COCTaBJSIOLEH 12 MKr B IeHb B TEUYEHHE IO MeHbulel mepe 1-4 nHen, u
HeoOs13aTeIbHO B JIFO0O0M mocienyomuii 1eHs (1) yenundenue 103bl tFSH 3a cuer momarosoro
yBenudeHuss no3bl Ha 3 Mkr rFSH wmm (i1) ymensmenue no3sl tFSH 3a cuer momarosoro
yMmeHblieHus: A03bl Ha 3 Mkr tFSH. Jlosy rFSH mokHO nmopaep:kuBaTh Ha YpOBHE HadaJIbHOU
J03bl, COCTABJIAIOLIEN 12 MKI B [ieHb, HA MPOTSIKEHUU BCETrO JiedeHusl. JlOMONHUTENBHO UITH B
Ka4eCTBE aJIbTePHATHBBI, MOIIArOBOE yBenuveHue n03bl Ha 3 Mkr rFSH compoBoknaercs (a)
JIOTIOJIHUTENIBHBIM TMOLIArOBBIM yBeNndeHreM N03bl Ha 3 MKT rFSH uepes mo menbieit mepe
IBa JHS TIOCE TMPEIbIAYINEro TOLIAroBOr0 yBeIMYeHHst 103kl win (0) MOIIaroBbIM
yMeHblIeHneM 103bl Ha 3 MKT rFSH uepes o MenbInel Mmepe OuH JeHb MMOCe MPEeabIAYLIEro
MOIIArOBOrO YBEJIMYEHHUs 103bl. JIOMOJHUTENBHO UM B Ka4€CTBE aJIbTEPHATHUBBI, MOLIATOBOE
yMeHblneHne no3bl Ha 3 MKr rFSH conpoBosknaercs (a) momaroBeiM yBeITHYEHUEM 036l Ha 3
Mkr rFSH uepe3 mo MeHbleil Mepe OJUH A€Hb WU uepe3 IO MEeHblIeil Mepe ABa JHs IMocie
NPEABIAYINErO IOIIArOBOTO YMEHbIIEHHUsT A03bl MK (0) IOMOJHUTENBHBIM IOMArOBBIM
cHmwkeHueM 1036l Ha 3 MKkr rFSH depes mo meHblueli Mepe OnWH A€Hb MOCHE MPEIbIIYIIEero
MOIIArOBOrO YMEHBIIEHHs! 103bl. B COOTBETCTBUM C HEKOTOPBIMH ACMEKTAMU HA MPOTSKEHUU
BCEro Kypca JIeueHHs] MakCuMaJibHasi cyTouHas no3a rtFSH cocrasnsier 24 MKr, a MUHUMAaJIbHAs
CYTOYHAasl 1038 COCTABJISAET O MKT.

B cooTBercTBMM € HEKOTOPBIMH AacCMEKTaMH IPEIYCMOTPEHBbI CIIOCOOBI JIEUEHHS

6ecnnozu/m Yy NanueHTa >XCHCKOro 1oJjia, BKIIYAIMUe ONPEACTICHUEC BO3pacTa MalluCHTAa, €CJIU
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BO3pACT MauueHTta > 35 JeT, BBeIeHHEe PEeKOMOMHAHTHOrO (HOJIMKYJIOCTHMYIJIHUPYIOIIErO
ropmoHa (rFSH) B HauanpHOU mo3e, cocraBisitomieit 15 mkr rFSH B neHp B TeueHue mo
MeHblel Mepe 1-4 nHel; ecnu Bo3pact nauueHTa < 34 ner, seeneHue rF SH B HauanbHON 103€,
cocrapysromnedi 12 mxr rFSH B nenb B TeueHune no Menbluel Mepe 1-4 nHel; HeoOs3aTENbHO B
moboit mocnenyromui neHp (1) yBemuuenue no3bl rFSH 3a cyer momaroBoro yBeaM4YeHUs
no3bl Ha 3 Mkr rFSH wnu (i1) ymenbinenue no3sl rFSH 3a cueT nomaroBoro yMeHbLISHHUS 103bI
Ha 3 mkr rFSH, rne Ha mpoTsbkeHUM BCero JieueHusi MakcHMalibHas cyTouHas nosa rESH
COCTaBJIsIET 24 MKTI, a MUHUMAaJIbHAs CyTOYHAs 1034 COCTABJISAET O MKT.

B coorBercTBUM € JIFOOBIMH BapUaHTAMU OCYINECTBJICHUS JIe4eHHE OECTJIONHsI MOXKET
BKJIIOUYATh CTAJIUIO OIpeNeeHNsl BO3pacTa NalieHTa U CTauI0 BBEIeHUs ONPEEeIeHHOMN 1035l
fFSH mnanuenty onpeneneHHOro Bo3pacta. B coorBercTBUM ¢ JIOOBIMH  BapHaHTaMH
OCYIIECTBIICHHS JieueHUe OeCIUIONUS MOXKET BKIIIOYAaTh ONpEAeNieHHe BO3pacTa MAalHMeHTa U
3aTeM BBeJeHHe HadabHOW 1036l TFSH, onmcanHOM B JaHHOM JTOKYMEHTE, B COOTBETCTBHUU C
BO3PACTOM IalIUEHTA.

B coorBerctBuM ¢ nOOBIMH  BapuUaHTAMH OCYLIECTBICHMS JICUEHHE OECTIIOAMS
JOTMOJTHUTENBHO BKIIIOYAET U3BJIeUeHHE (HarpumMep, cOop) oonuTa(00HUTOB); OTUIOOTBOPEHHUE
(Harmpumep, oceMeHeHHue) OOoUUTa(OOLHUTOB); U oObecrnedeHne OIUIOAOTBOPEHHBIM OOLIUTAM
pa3BUTHA 10 cTaauu OjJacTomucTel. B cooTBeTcTBUM C MHOOBIMHM BapUaHTaMU OCYILIECTBIEHHS
JedeHue OeCIuonusl JOMOJHUTENIbHO BKJIIOYAET OLIEHKY KauecTBa OJACTOLMCT, MOJYYEHHbIX
HIOCJIE OTUIOZAOTBOPEHUSI COOPAHHBIX OOLIUTOB.

B coorBercTBHU C JIOOBIMH BApHAHTAMH OCYIIECTBJICHHS JIedeHNe OECIUIONNS BKIIFOYAET
cTaguio HaOJFOACHUS MALMEHTa B OTHOLICHUH YPEe3MEPHOr0 OTBETA Ha JIeYEHUE TIOCPEICTBOM
uieHTH(HUKALMK B XOZ€ JIeYeHUs manueHTa ¢ > 20 gosumkynamu auaMeTpom > 12 MM w/unu
KOHIIEHTPAIEH 3CTpaanosia B CbIBOPOTKe KpoBH > 3000 mr/mit;, u HeoOsI3aTEIbHO BBENEHUE
no3bl aronucra GnRH (Hanpumep, 4,0 Mr) naruenTy, B Xoae JeYeHUsT HACHTUPUIUPOBAHHOMY
Kak uMerommid > 20 GoyuTuKyJIoB nuaMeTpoM > 12 MM W/WIIM KOHLEHTPALUIO 3CTPaguoia B
CBIBOPOTKE KpoBH > 3000 rir/mut.

B cootBercTBUM ¢ MFOOBIMH BapHAHTAMH OCYIIECTBJICHHS MALIEHT MOXKET OBITh CTaplie
30 nieT u/vaM ManyeHT paHee MoTepIes Heynady P MPOXOXKACHUH 110 MEHbIIEH Mepe OTHOTO
LIMKJIA JIEYeHUST OECTUIONHSI.

B coorBercTBuu ¢ moObiMu Bapuantamu ocyiiectsieHus rFSH mosker Bkirodats o2,6-
CHaJIMpOBaHue U 02,3-CHanupoBanue, rae HeoOsizaTenbHO 1-50% oT obmero cuamupoBaHuUs
coctaBnsieT 02,6-cuanupoBanue, u 50-99% or of0mero cuaaMpoBaHUS COCTaBIsAeT 02,3-

CHaNMpoBaHue, rae Heobss3arenbHO 5-20% 0T oO0mero CHagupoBaHUs COCTaBIsIET 02,6-



-8-

cuaniuposanue, u 80-95% or oO0mero cuanupoBaHWs COCTABISET 2,3-CHATHPOBAHUE, TIIEe
HeoOs13aTenbHO 50-80% oT obuiero cuanupoBaHus COCTaBiseT 02,6-cuanuposanue, u 20-50%
OT 00LIEer0 CHATMPOBAHUS COCTABJISIET 2,3-CHAIUPOBAHIE.

B coorBerctBuM ¢ JOOBIMM BapUaHTAMM OCYIUECTBJICHHs JIEYEHUE Oecrionus
NpefHa3HAYEeHO U1 PA3BHTHUSI MHOXKECTBA (OJUTMKYJIOB M OEPEMEHHOCTH IOCie ITepeHoca
CBEXKMX W/ MM  KPUOKOHCEPBUPOBAHHBIX  SMOPHOHOB  JKEHIIMHAM C  OBYJISILUEH,
TIOJIBEPTAIOLIUMCS BCIOMOTaTeNIbHOM penpoaykTuBHoil Texuonoruu (ART). B coorBercTBHHM €
JOOBIMH BapHAHTAMH OCYIIECTBJICHUS JICYeHHE OECIIIIOANSI MPEIHA3HAUYEHO Il ONTUMHU3ALUH
KyMYJIATUBHOW  3(QQEKTUBHOCTH  W/WIM  CHIDKEHUS]  pUCKAa  pAa3BUTUS  CHHOPOMA
runepcTumysinnu simaarkos (OHSS).

IMoapo6Hoe onucanue

ABTOpBI HACTOSALIETO0 H300peTeHUs] pa3padoTald MPOTOKOJN MO3UPOBAHHS C LIEJBO
MaKCHMAaJIbHOTO YBEJIMYEHUsS BbIXO/la OOLIMTOB U UTOTOBBIX 3HAYEHMM YaCTOThI HACTYIUIEHUS
OepeMEHHOCTH TPU COXpPaHEHWU Oe30MacHOCTH. ABTOpPBl HACTOALIETO HM300pETEHUS
pazpadoramu mporokosel COS, rae st JieYeHus] MAMEeHTOB MPUMEHSFOTCSl ONpeaesieHHbIC
no3bl pekomOnHanTHOrO FSH Ha oCHOBaHMM MX BO3pacTa, TEM CaMbIM IOBBIIIAS BEPOSITHOCTh
aIeKBaTHOIO OTBETa HAa CTUMYJLILMIO (HAampuMep, y MAIHEeHTOB C HU3KUM IOTEHLHAJIOM
oTBeTa) Wmnum cHuwkas puck  paseurus  OHSS  (mampumep, y  IAIMeHTOB,
KJIaCCU(PUIIMPOBAHHBIX KaK MAILMEHThl C BBICOKMM WM M30BITOYHBIM OTBETOM). Takxke
IPEIYyCMOTPEHbI IMPOTOKOJBl M KOMIO3MLMU [JIsl JICYEHUS MALUEHTOB C BBICOKMM OTBETOM
SUYHUKOB MOCPEACTBOM NMpPUMEHEeHHs (aKTOpa 3amycKa OBYJIILNY, SBISIOLIETOCsS arOHUCTOM
GnRH, 1 1MKJIOB epeHoca TONbKO KPHOKOHCEPBUPOBAHHBIX SMOPHUOHOB ISl STHX MALUEHTOB.

B orHomeHun 3¢ QpEeKTUBHOCTH Pe3yJbTHPYIOIIAs MEPEeMEHHAs, OMPEeAessIIoImas ycrnex
ART, Temepp  BBIXOAUT 32  paMKd  IE€PBOHAYAIBHOTO  IEpPEHOCAa  CBEXUX
sMOpuoHOB/OnacToucThl. KpruokoHcepBalusi U30bITOYHBIX 3MOPHUOHOB IJIsI MTOTEHIHMAIBHOTO
NPUMEHEHUS MOCIIe [IUKJIA C MPUMEHEHHNEM CBEXXHX SMOPHOHOB B HACTOSILIEE BPEMS SIBIISIETCS
CTaHJApTHON NpPaKkTUKOW Ay jeueHus ¢ npumeHeHueM ART U CIyXUT 1 MOBBILLIEHUS
BEPOSITHOCTEH 3a0epeMEeHETh MOCIIe OAHOTO LUK CTUMYJIIUUU. [IpOneHT HUKIIOB epeHoca ¢
NPUMEHEHNEM KPHOKOHCEPBHPOBAHHBIX SMOPHOHOB B TOCJIEAHHUE TOAbl CTAOMIIBHO PacTeT.
Takum 0Opazom, KyMyJISITUBHBIE PE3YJIbTATHI KAK LIUKJIA C MPUMEHEHUEM CBEXHX SMOPHOHOB,
TaK W TOCIEAYIOUINX IUKJIOB C TPUMEHEHHEM KpPHUOKOHCEPBUPOBAHHBIX 3MOpPHOHOB
o0ecreynBaOT BCECTOPOHHEE HU3MEpEHHe KIMHUYECKOH H(PQPEKTUBHOCTH OFHOTO IUKJIA
KOHTPOJIUPYEMOI CTUMYJISILIUU SIMYHUKOB U OTPAKAKOT Pa3BUTHE KJIMHUYECKOTO BEIEHUS

Oecrutonusi.
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B otHOmeHnn Ge30macHOCTH NpuMeHeHHe (akTopa 3amycka OBYJISILHH, SBISIOIIErOCs
arOHUCTOM TOHAOTPONUH-pUIN3UHT-ropMoHa (GnRH), noseiaer 0€30MacHOCTh NalMEHTa 32
CUET CHIKEHMs PUCKA PA3BUTUS PAHHETO TSKEJOro CHHAPOMA I'MIIEPCTUMYJLILIMU SIMYHUKOB
(OHSS), uto cHmkaeT 3¢ (HeKTUBHOCTD PH NMPUMEHEHUH ITePEeHOCa CBEXKUX SMOPHOHOB, HO HE
CTaBUT IMOJ yrposy oOmyr 35((GEeKTHBHOCTp HAa OCHOBAHUM KyMYJISITHBHOH YaCTOTBI
HacTymieHus OepeMeHHOCTH. [IprMeHeHre 3amycka OBYJISIIMU ¢ OMOIbio aronucta GnRH y
MAleHTOB C Ype3MEpHBIM OTBETOM JJsi CHIDKeHus pucka passutus OHSS, a Taxke
NPUMEHEHNE UCKITFOUUTENbHO MEPEHOCA OMUHOYHBIX OJACTOLUCT JUUIsI MAKCUMHU3ALUH YaCTOThI
OIHOIUIOAHBIX OEpEeMEHHOCTeH W CHIDKEHHMS PUCKAa MHOTOIUIOJHOW TeCTallud pPEeLIatoT
HauboJee pacnpocTpaHeHHbIE TPOOIEMbI OE30TaCHOCTH.

Takum o00pa3oM, B MAaHHOM JOKYMEHTE IPEAYCMOTPEHBI PEKUMBI JTO3UPOBAHUS,
pa3paboTaHHblE [UIsI YCTAHOBJIEHUS BBICOKOH KYMYJITUBHOH YacTOTBI HACTYIUICHHS
OepeMEeHHOCTH C TOMOIIBI0 0€30MacHOW BBICOKOH A03bl MPH MUHUMH3ALHNHA PUCKA PA3BUTHSI
OHSS, ocobenno ymepennoro u Tspkenoro OHSS, nampumep, mocpencTsoMm 3amycka
OBYJISILIMH ¢ ToMoInbio aroHrcta GnRH B ciydae uype3amMepHOro oreera.

Onpenenexus

TexHuueckue W Hay4dHble TEPMHHBI, HCIIOJIb3yE€Mble B JAHHOM JOKYMEHTE, HMEIOT
3Ha4eHUs, OOBMMHO TIOHMMaeMble CHENMAJNCTOM B  O0NAacTH  BCIIOMOTAaTeIbHOMN
PENpONYKTUBHOH TEXHOJOTMH, K KOTOPOH OTHOCHUTCS HAacTosiiee H300peTeHHe, eciu He
yKa3aHO HMHOe. B /aHHOM NOKYMEHTe NpUBEAEHbI CChUIKM Ha pasjIMYHble METOAOJIOTHUH,
U3BECTHBIE CIIEIMAINCTaM B JaHHOW oOjacTu TexHHKH. JroOble MmoaxopasInue MaTepualibl
u/uu crnocoObl, M3BECTHbIE CIELUANNCTaM B JAHHOH OOJIACTHM TEXHUKH, MOKHO TPUMEHSTb
IUISL OCYIIECTBJICHUS] HACTOsIero n3ooperenust. OqHAKO, OMMCAHbI KOHKPETHBIE MaTePHAJIbl U
crocoObl. MaTepualbl, peareHThl U T. I1., Hd KOTOPbIE MPHUBEIAEHA CChUTKA B HIKEH3JIOKEHHBIX
OINHCAHHUHU U MPUMEPAX, MOJYUYAIOT U3 KOMMEPYECKIX HCTOUHUKOB, €CJTH HE YKa3aHO HHOE.

Crnenyer moHuMarth, 4TO JIOObIE ONpPEAENCHUS W TEPMHHBI, ONPEACTICHHbIE B JTaHHOM
IOKYMEHTE, HMEIT TaKHe >K€ 3HA4eHHWe W LeNb B JIOOOM M3 acleKTOB W BapHAHTOB
OCYILIECTBIICHHSI HACTOSIIIETrO N300PETEHMsI, €CITH SIBHO HE YKa3aHO HHOE.

Hcnonp3yeMple B JaHHOM AOKyMeHTE (OpPMBI €IWHCTBEHHOTO YHCIIa OOO3HAYAIOT Kak
€IMHCTBEHHOE, TaK M MHOXECTBEHHOE YMCJIO, €CIH SIBHO HE YyKa3aHa TOJbKO (opma
€IMHCTBEHHOT'O YHCIA.

Hcnonb3yeMelii B JAHHOM JOKYMEHTE TEPMUH "TIPHONIU3UTENBHO" O3HAYAET, YTO YUCIIO
WIM JAWana3oH HE OrPAaHHWYEHbl TOYHBIM YHCJIOM WJINM YCTaHOBJIEHHBIM HAIa30HOM, HO

OXBATbIBAKOTCA AHAIIA30HBI OKOJIO H3JIOKCHHOI'O YHCjia WKW Aualia3OHa, KOTOPbIC 6yneT
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MIOHATHBI CTIIELUAINCTAM B JAHHOH OOJIACTH TEXHUKU B 3aBUCUMOCTH OT KOHTEKCTA, B KOTOPOM
YHCJIO WJIM AMAINA30H UCHOJB3YIOTCA. Eciam nHOE He OYeBHIHO M3 KOHTEKCTA WM YCIOBHOIO
0003Ha4YeHUsl B JaHHOW OOJACTH TEXHHUKH, "NPUOIM3UTEIbHO" O3HAYAET A0 IUIFOC MM MUHYC
10% KOHKpETHOrO 3HaUEHHUSI.

B nmanHOM gmokymMeHTe TepMuHBl 'manmueHT" W "CyObekT"  HCIONB3YOTCS
B3aHMO3aMEHSIEMO.

CyOBeKT MOXKeT UMeTh HOpMaJIbHBIN ypoBeHb FSH B CBIBOPOTKE KPOBH, COCTABIISFOIIIHIA
1-16 ME/n, nanpumep, 1-15 ME/n, nanpumep, 1-12 ME/n B panneli ¢oymkyssipHoit dase.
Takum 00pa3oM, KOMIO3HMLMSI WJIM JISKAPCTBEHHBIH IMperapar, OMHCAHHbIE B IaHHOM
JIOKYMEHTE, MOTYT OBITh MpeIHA3HAYEHBI AJIs1 (MCIIOIb30BAHbI JUIs1) JIedeHus Oecrutonust (1/wim
11 KOHTPOJIUPYEMOH CTUMYJISILIMU SIMYHUKOB) Y CYOBEKTa, UMEIOIIEro HOPMaJIbHBIH YPOBEHb
FSH B ceBopoTKe KpoBH, coctasisromuii 1-16 ME/n, manpumep, 1-15 ME/n, nHanpumep, 1-12
ME/n B panHeit GoukysipHoit dase.

Cy6bext MokeT xapakrepusosatbes BMI > 1 u BMI <40 kr/m”, Hanpumep, BMI > 17,5
1 BMI < 38 kr/m”, Hanpumep, BMI > 18 u BMI < 25 kr/m”, Hanpumep, BMI > 20 u BMI < 25
kr/m*. Takum o00pa3OM, OMHCAHHBII B JAHHOM JOKYMEHTE IPOLYKT MOXKET ObITh
npenHa3HayeH JUIsi (MCIIONBb30BaH JUIs) JIeWeHHUst Oecrutoausi (M/Wiu JJii KOHTPOJIHPYEeMOH
CTUMYJIALMK SMYHHKOB) y CyObekTa, xapakrepmsyromerocs BMI > 1 u BMI < 40 xr/m’,
Harpumep, cyObekTa, xapakrepusyromerocss BMI > 17,5 u BMI < 38 Kr/m”, HaIpuMep,
cyGbekTa, xapakrepusyiomerocsi BMI > 18 u BMI < 25 xr/m’, Hampumep, cyObekra,
xapakTepusyromerocs BMI > 20 u BMI < 25 kr/m”.

B nanHOM nokymMeHTe TepMHUH "neudeHue Oecruionms” BKIFOYAET JieueHHe OeCIUIonus C
MOMOIIBIO  KOHTpOJHpyeMoi crumysisiiuu  sSsudHukoB  (COS) wuimu  cmocoOoB, KOTOpbIE
BKJIFOYAIOT CTAJMI0 HJIM 3Tall KOHTpoJsupyemoil ctumyisiiuu ssuaHukoB (COS), Hampumep,
3KcTpakopropaibHoro omionorsopenust (IVF) wim wHTpauMTOMIa3MaTUYeCKOW WHBEKIHH
cnepmatozonnoB (ICSI). Tepmun "nedenue Oecrutonmsi” BKIIOYAET JIeYeHHE OECTUIONHS Y
cyOBeKTa, cTpamaromero TpyoHbIM OecriionueM win OecryioqueM HEsICHOrO reHe3a, BKITFYasi
neueHne Oecruionus y cyOBeKTa, CTPAAAOLIEro SHAOMETPHO30M, HAMPUMEp, SHIOMETPHO30M
cranuu | wim craguu I, w/unm y cyObpekTa ¢ mapTHEPOM ¢ MYKCKUM (PaKTOPOM OECTLIONHSL.
Komnosuuuss mMoker ObITh MpenHa3HaueHa st (MCIONb30BaHA MAJIs) JICYEHUs OeCIUIonus
(w/vunum [N KOHTPOJNMPYEMOW CTUMYJLSIIMM  SIMUHUKOB) y  CYOBEKTa, CTPajgaroInero
SHAOMETPHO30M, Hampumep, cyObekTa, crpanatoiero sunomerpuo3om craanu I wim II, kak
OTpeNeNIEHO B CHCTEME KJIACCU(UKALNU PA3JIMYHBIX CTAAUNA SHAOMETPHO3a AMEPHKAHCKUM

obmectBoM pernpoaykrusHol menuuuHbl (ASRM) (cramus IV nHaubonee Tspkenast, cramust |
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HauMmeHee Tspkenast) [American Society for Reproductive Medicine. Revised American Society
for Reproductive Medicine classification of endometriosis: 1996. Fertil Steril 1997; 67,817
821.].

B nanHom poxymentre tepmuH "aronuct GnRH" o3HavaeT aroHHCT rOHagOTPONMH-
pumusuHr-ropmoHa.  Aronuctsl  GnRH  mpencraBmsaroT  coOoOH  Kiace  JIEKapCTBEHHBIX
NpenapaToB, KOTOpPble MAEWCTBYIOT KaK aroHUCThl peLenTopa TOHAJOTPOIHH-PHIU3UHT-
ropmoHa (penenropa GnRH), 6Gronornyeckoil MULIEHH TOHAIOTPOITUH-PHIIN3UHT-TOPMOHA.

B nmanHom gokymeHnte TepmuH "aHtaroHucr GnRH" o3Hawaer aHTaronucr
TOHAOTPONUH-PIIIM3UHT-TOpMOHA.  AHTaroHuctel GnRH mpencraensitor  coboit  kiace
JIEKAPCTBEHHBIX TPENapaToB, KOTOPbIE MPOSBISIOT AHTArOHM3M B OTHOLICHHH pPELENTOpa

rOHAIOTpONUH-puM3UHT-ropMona  (peuenirop  GnRH)  wu, cienoBartenbHO, JEWCTBHS

>
rOHaOTPONUH-prM3uHT-ropmMona (GnRH).

Tepmur "¢ommukyn" B HaHHOM IOKYMEHTE O3HAaudaeT (POJUIMKYJ SIUYHUKA, KOTOPBIH
MPENCTaBiisieT COOOM  3alOJIHEHHBIM  KUIKOCTBIO MEIIOYeK, COMEpKAllHi  HE3PENyro
SMLEKJIETKY WJIA OOLIUT.

brnacromicra oOpa3yercst Ha paHHEM »JTamle pa3BUTHS dYeJoBeka (WM APYyroro
MIIEKONHUTAKOLIEro). Y yoeil oOpa3oBaHue OJacTOLNUCTBI HAYMHAETCS MPUOIHU3UTENBHO Yepe3
5 nHe#t mocne omuonorBopeHus. Ilpumenenue Onacrouuct B (IVF) oOprHO BKIIOHaeT
usBjiedeHne (cOOp) y JKEHINMHBI psija OOLMTOB, IOJYYEHHBIX B pe3ysibTare LUKIA
KOHTPOJIIPYEMOIH CTHMYJBSIIMU SIMYHUKOB; OIUIOJOTBOpPEHHE (OCEMEHEHHE) OIHOro WU
HECKOJIPKUX OOLIUTOB U KYJIBTHUBUPOBAHUE OILIOAOTBOPEHHOI SIMIIEKIETKH (OOIUTA) B TEUCHHUE
nSITH AHEH 10 oOpa3oBaHMs ONACTOLMCTHI (T. €. o0ecreyeHne pa3BUTHs OIUIOOTBOPEHHOTO
OOLIMTA 10 CTaAUU OJIACTOLMCTHI); M UMIUIAHTALUIO OJIACTOLIMCTBI B MATKY.

B cooTBercTBMHM CO BCEMH AaCMEKTaMH, OIUCAHHBIMH B JIAHHOM JIOKYMEHTE,
NPEANOYTUTENIbHO, YTOOBI JieueHHe OECIUIONMs, ONHCAHHOE B JaHHOM JIOKYMEHTE,
npeactaBsuio cobor winm Bkiroyano craguio COS. IlpuumnHoil OGecruiogwst MOXeT OBbITH
NapTHEP JKEHLIWHBI, CTPANAIOIINNA MY)KCKUM OECIIOOUEM, XOTs ClieyeT MOHHMAaTh, YTO B
COOTBETCTBHH C HACTOSIIIUM HM300pPETEHHEM JKeHIIMHA (MALEeHT JKEHCKOrO poja) JISYUTCS C
nomousro COS.

Jleuenne Oecrioans, Kak OMUCAHO B JAHHOM JTIOKYMEHTE, MOXKET OBITh PEAHA3HAYEHO U
MOXeT ObITh 3()(EKTUBHBIM IJIsI Pa3BUTHUS MHOXKECTBA (DOJUIMKYJIOB U OEPEMEHHOCTH MOCIe
NepeHoca CBEKUX W/WIM KPUOKOHCEPBHPOBAHHBIX 3MOPHOHOB JKEHIIMHAM C OBYJISLHEH,

NOJBEPTAOLIUMCS BCIOMOTaTeNIbHON perpoaykTuBHoON TexHoaoruu (ART).
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Jleuenne Oecrioans, Kak ONMUCAHO B JAHHOM JIOKYMEHTE, MOXKET ObITh IPEAHA3HAYEHO U
MOXeT OBITb 3(PPEKTUBHBIM AJI CTUMYJILUN 00pa30BaHUs OJACTOLMCT XOPOIIEro KayecTsa
(nanmpumep, Onacromuct kareropuu 3BB wmnm Bele, Hampumep, jieueHHe Oecriogust s
YBEJIMYEeHUs] KOIn4ecTBa OacTonucT kateropuu 3BB myn Bbiie B eHb 5 1ocie H3BJIEUSHHS
OOLIMTA) W/WIW JUIA YJIy4IIeHUs HUMIUIAHTauuu 5MOpuoHa. JledeHne Oecruiomus MOXKeET
NPEACTaBJISITh COOOH JiedeHne OeCTUIONuUs AJIsl YBEIMYSHHS KOUYeCTBa OJJaCTOLIUCT KATerOpHU
3BB uu BbIIE B IeHb 5 MOCE U3BJIEYEHHUST OOLUTA (HATIPUMED, TIO CPABHEHUIO C JIEYEHUEM C
nomompro  GONAL-F®). Jleuenne Gecruiomms MOXeT TPEACTABIATb COOOH  JiedeHe
Oecrutonust sl YBEJTMUEHUST KOJHMYECTBA OIIOAOTBOpPeHHbIX (2PN) oommrToB (Hampumep, Mo
CPaBHEHUIO C JICUEHUEM C IIOMOIIBIO GONAL-F®).

Ucnonb3yeMplii B JaHHOM JOKYMEHTe TEpMHUH "NIEeHb OAWH JIe4eHHus", Takxke
Ha3bIBA€MbI "JAEHb OAMH CTUMYJIALUH', OTHOCUTCS K TIEPBOMY [IHIO, B KOTOPBIM J03a
(mampumep, pekomOunanTHoro) FSH BBomuTcst marnenty. JleHb onuH jeueHus (CTUMYJISILIAN)
MOXET UMETb MECTO B JIeHb |, 2 wiu 3, Hampumep, B A€Hb 2 WIH J€Hb 3 MEHCTPYaJbHOIO
LIUKJIa MaruenTa. JpyruMu cioBamu, J1€Hb ONIUH JIEYeHUS (CTHMYJISLIUN) MOXKET COCTAaBJISATH
ONUH, ABAa WIM TPU AHS, HANpUMEp, ABA WIM TPU [OHS MOCIAE Hadajla MEHCTPYaJbHOTO
KPOBOTEYEHMs Yy TMAaLMEHTa, 4YTO COOTBETCTBYET HCIOJB30BAHUIO 3TOr0 TEPMHHA B
KJIMHUYECKOMN MpakTuke ¢ npotokosamu aHraroHuctoB GnRH unm aronucroB GnRH. Tepmun
"B XOJIe JIeueHUs1" O3HAYAET A€Hb WIN JHHU, KOrna nauueHty seoaurcs FSH.

B cmocobax jedeHus], ONMCAHHBIX B JAHHOM JOKYMEHTE, BBEICHHE PEKOMOMHAHTHOIO
FSH nauuHaioT B J€Hb OAUH JIEUEHUS U MOTYT MPONOJDKATh OT JBYX N0 ABAALIATU JHEH,
HanpuMep, MpoaoJiKaTh B Teuenue 2, 3, 4, 5, 6,7, 8, 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19
wm 20 nueit. Jloza, BBOAMMAsi B AeHb |, Ha3bIBaeTCs B JAHHOM JOKyMEHTE "HadaJbHOMN
nosoi". Beenenue pexomOuHanTHOoro FSH HauuHaeTcss B JeHb ONUH JIEYEHHS] U MOXKET
MPOAOJIKATBCA OT YeThIpeX 10 ABAALIATH JHEH, Hampumep, OT CeMH 0 TPUHAALATH JHEH,
HarpuMep, OT AEBIATH A0 TPUHAALATU JHEH, Hanpumep, oT 10 no 13 nuen, Hanpumep, ot 10 no
11 nneii. Jloza MokeT OBITh OOMHAKOBOM Kakablii neHb. OmHAKO HM3MEHEHHE 03bl B
3aBHCUMOCTH OT OTBETa SIMYHUKOB TMalMeHTa (HampuMep, KaKk HM3MEPEHO C IOMOLIBO
yJIBTPa3BYKOBOTO UCCIIENOBaHMsI) O0siee BEPOSTHO.

B coorBercTBMM €O BCEMH AaCMEKTaMH, OMNHCAHHBIMH B JAHHOM JOKYMEHTE,
pexomOunanTHBIN FSH Moxer nmpencrasiste codoii pekomOunanTHblii FSH, nonyueHHbd U3
JVHUU KJIETOK 4YeJoBeKa, Kak Ooyee moxpoOHO omucaHo Hike. Bo Bcex acmekrax
pexomOuHanTHBIE FSH wMoxer mnpencraBnaTe coOoii pexomOmHaHTHBIH FSH, koTOpbIit

npoxaercs nmox Toproeoit Mapkoit REKOVELLE® (pommmrponun nensra) (Ferring B.V.). Bo
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BCEX acmekTax pekoMOmHaHTHBIH FSH MOXXHO BBOAMTH IyT€M HWHBEKLMH, HAIpUMED,
HOJAKOKHOM MHBEKITUH.

B cootrBercTBUM €O BCEMM acCleKTaM{, ONHUCAHHBIMM B JAHHOM JOKYMEHTE,
PEeKOMOMHAHTHYIO ~KOMMO3MLMKO Ha ocHoBe FSH (mampumep, (apmaneBTHUECKYIO
KOMITO3ULIMIO) WJIM JIEKAPCTBEHHBIN IpernapaT MOKHO BBOJIUTBH IOCJE IPEIBAPUTEIBHOTO
JeYeHHusT TauueHTa (Opyroii) ¢apMaleBTHUECKOW KOMITO3WULMEH, HAa3bIBAEMOW B JaHHOM
JIOKyMeHTe "kKommosuuueil A", KOTopasi MoIaBisieT BbIpaOOTKY HIOT€HHOTO TOHAJOTPOIHNHA
0o nHs omumH JiedeHus ¢ nomoimbio rFSH. Jpyrumu crioBamu, KOMIIO3ULUIO (Hampumep,
(bapManeBTUYECKYI0 KOMIIO3HLIUIO) HJIM JIEKAPCTBEHHBIH Mpenapar MOXXKHO BBOIHTBH IOCIE
(MpenBapHUTENBbHOTO) JIUeHUs] CyOBEKTa KOMITO3UIMEH A, Iieé KOMITO3UIMSA A TPEACTaBISIET
coboii crepoun, aronuct GnRH, anraronncr GnRH u 1. m. Tepmunbl "momgsepraBuuiics
NpeIBapUTEIbHOMY JIeHeHHIO" WM "IpeaBapUTeNbHOE JieueHHe" OTHOCATCS K BBEIEHUIO
dapmaneBTUYECKOH ~ KOMIIO3MIMHM,  KOTOpas  IOAABIsieT  BBIPAOOTKY  SHAOTEHHOTO
TOHAJOTPOINIMHA O OHS OfuH JjedeHus ¢ nomompto rFSH (T.e. nmo nua 1 nedeHws), B
COOTBETCTBUM C NPHUMEHEHHEM 3TOr0 TEePMHHA B KJIMHHUYECKOW NPAKTUKE C AJUHHBIMU
npoTtokosamu aroHuctoB GnRH.

Takum oOpasoMm, kommosuims (Hampumep, (apmaneBTHUECKas KOMIIO3UIMUS) WIIH
JIEKapCTBEHHBIN INpenapar IJisi NPUMEHEHHUs, ONUCaHHbIE B JAHHOM JOKYMEHTE, MOTYT ObITb
npeaHa3Ha4YeHbl 11 BBeAeHUs depe3 12-16, manpumep, 13-15, nanpumep, 14 nueli mocne
BBEICHUs (HampuMep, IOCe Hadaja BBEIEHHs, HAIpUMep, IOCJe Haydajla eXeJHEBHOIO
BBesieHnst) aromucta GnRH  (mampumep, SYNAREL®, LUPRON®, DECAPEPTYL®).
JIOTIOJIHUTENIBHO WJIM B Ka4eCTBE AJbTEPHATUBBI, KOMIIO3UIHMS Ha OCHOBE PEKOMOMHAHTHOI'O
FSH nnst mpuMeHeHus1, onucaHHAs B JAHHOM JOKYMEHTE, MOXKET ObITh NpeAHa3HAYEeHA IS
BBeneHus ¢ aronuctom GnRH.

B kauecTBe ambTepHATUBBI, KOMIIO3UIIUS HA OCHOBe pekomOuHanTHOro FSH (Hampumep,
(dapmanieBTHYECKass KOMIO3HLIMS) WM JIEKAPCTBEHHBIH IpenapaT MOTYT ObITh BBEIEHBI HIIH
MOTYT OBITh NpeqHa3HaueHbl Ui BBeACHUS N0 BBeneHus: antaronucra GnRH (mampumep,
GANIRELIX®, CETRORELIX®), HampuMmep, AJsl BBEAEHUs 3a MSATb WIHM IIECTb AHEH 10
BBeeHus antaronucra GnRH (1. e. s BBeneHs TakuM 00pazom, 4ToObI 1eHb 1 CTUMYJISIIUH
ObLT 32 S5 unu 6 nHel no BBedeHwsi aHtaronucta GnRH). J[omoaHUTENbHO MM B KauecTBe
aNbTEePHATHBBI,  KOMIIO3ULMSI HAa  OCHOBe  pekoMOmHanTHoro FSH  (mampumep,
bapmanieBTHUIECKass KOMIIO3MIUS) AJISl IPUMEHEHUsI, ONMCAHHAS B JAHHOM JOKYMEHTE, MOXET

ObITh NpeHa3HaueHa 1Jis BBeAeHUs ¢ anTaroHucToM GnRH.
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Kak npaBuiio, B COOTBETCTBUHU CO BCEMH ACIIEKTAMH, OMIMCAHHBIMHU B IAHHOM JIOKYMEHTE,
KOMITO3UILMsI Ha OCHOBe pekomMOuHanTHOro FSH (manpumep, papmauepruueckas KOMITIO3ULIS)
WIN JIEKAPCTBEHHBIM IpernapaT BBOJATCA WM INpeAHa3HAYeHbl IJI BBEIEHHS 10 BBEICHHS
BBICOKOW (OBYJIATOPHOM) JO3BI YeNOBeuecKoro xopuonudeckoro ronagorponuna (hCG)
(manpumep, 4000-11000 ME hCG, nanpumep, 5000 ME hCG, 10000 ME hCG u T. 1.; unu
150-500 mkr pexomOunantHoro hCG, nampumep, 250 Mkr pekomOunantHoro hCQG); ms
WHIYKIMA OKOHYATEJBbHOTO CO3peBaHUsl (POJUTUKYJIOB. TakuM 0oOpasoM, B HEKOTOPBIX
BAPUAHTAX OCYINECTBJIEHUS] CHOCOOBI, OMHCAHHBIE B JAHHOM JOKYMEHTE, IOMOJHUTEIBHO
BKJIFOYAIOT BBEIEHHE BBICOKOW (OBYJSITOPHOH) JO3BI YEJIOBEYECKOTO XOPHOHHYECKOTO
ronagorporuHa (hCG).

B cooTBercTBHM CO BCEMH acCMEKTaMH, ONMHCAHHBIMU B JaHHOM IOKYMEHTE, JIeUeHUE
Oecrutonus, ONMCAHHOE B JAHHOM JTOKYMEHTE, MOXKET JOTOJHUTENBHO BKIFOYATh M3BJICUCHUE
(mampumep, cOop) oouuTa(OOLUTOB), OIUIOAOTBOpEeHHE (HANMpPUMEpP, OCEeMEHEHHE)
oonuTa(0OUMTOB), M oObOecrneueHne OIUIOAOTBOPEHHBIM OOLMTaM pPa3BUTHS O CTaauH
onmactouuctel. OmuionoTBOpeHHE (HANPUMEP, OCEMEHEHUE) MOKET MPEACTaBIsITE COOOH
OIJIOAOTBOPEHHUE in  Vifro, HeoOs3aTeNbHO  HHTPALUTOIIA3MATUYECKYI0)  HMHBEKLIHIO
cnepmarozouznos (ICSI).

B coorBercTBHM CO BCEMH acCHeKTaMM, OMHCAHHBIMH B JTA@HHOM JIOKYMEHTE, JIeYeHHe
Oecruionus, ONMUCAHHOE B JAHHOM JOKYMEHTE, MOJKET JOMOJHUTENBHO BKJIIOYATh OLEHKY
KauecTBa OJIACTOLMCT, MOJYYEHHBIX IOCIIE OIUIONOTBOPEHUS] COOPAHHBIX OOLIUTOB [HANPHMED,
AUl UACHTH(DUKALMK OHOM MM HECKOJBKUX OJACTOLIMCT XOPOILIEro KayecTna (T. €. CTENeHH
3BB wunu Beime)]. OueHka kadecTBa OJaCTOLMCTBI MOKET OCYIIECTBIIATHCS B JI€Hb S5 IMOCIE
U3BJICUCHHsI OOLIMUTOB M MOXKET BKJIIOYATh HCCIENOBAHME TPEX MapaMeTpPOB. pPACIIUPEHUE
OnmacTonucThl M CTaTyC MHKyOauuu (creneHb 1-6), OLEHKAa BHYTPEHHEH KIETOYHOH MacChl
Onmacronmctel (crenenp A-D) u ouenka Tpodakromepmbl (cremeHbp A-D), kak XOpomo
W3BECTHO M3 YPOBHS TEXHHUKH. bjacTomucTaM MOXKHO NPUCBOUTH YHCIOBOH IMOKa3aTelb C
npumeHenueM cuctembl Gardner & Schoolcraft, kak Xopomo U3BECTHO U3 YPOBHSI TEXHUKH, C
nobasneHneM D-kateropuii Ayl BHyTPEHHEH KJIETOYHON MacChl U TPOGIKTOAEPMBIL.

B cooTBeTcTBHM CO BCEMH AaCNEKTaMM, OMHCAHHBIMU B JaHHOM JIOKYMEHTE, JIeueHUe
Oecrutonusi, ONMCAHHOE B JAHHOM JOKYMEHTE, MOXKET IOIMOJIHUTENBHO BKIIOYATh MEPEHOC
OJHON WJIM HECKOJIbKUX OJIACTOLUCT, WACHTU(HUIIMPOBAHHBIX MOCPEICTBOM OLIEHKH KayecTBa
OmacTouucT (HampuMep, TEPEeHOC CBEKUX ONacTomucT). B KOHKPETHBIX BapUaHTaX

OCYILIECTBJICHUS MIEPECHOCUTC OAHA 6J'IaCTOLII/ICTa.
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B coorBercTBHM CO BCEMH acCHEeKTaMM, ONHCAHHBIMU B JaHHOM JIOKYMEHTE, JIeUeHUe
Oecruionusi, ONHCAHHOE B JAHHOM JIOKYMEHTE, MOXET JONOJHHUTENbHO BKIIOYATh
3aMOpaXMBaHUE OJHON WJIM HECKOJBbKUX OJIACTOLHUCT, WACHTU(PHUIUPOBAHHBIX IOCPEACTBOM
OLIEHKH KauecTBa OJIACTOLUCT (MJIs MOCIEAYIOIIEro mepeHoca).

Takum o00Opa3oMm, B COOTBETCTBMM CO BCEMHU AaCHEeKTaMH, ONHCAHHBIMH B IaHHOM
IOKYMEHTe, JiedeHne OeCIuIonus, OMUCAHHOE B JAHHOM JOKYMEHTE, MOXET JOTOJIHUTENIbHO
BKJIFOYAaTh — B JOMNOJHEHHE K HeOoOs3aTeNbHOMY BBEICHUIO AarOHUCTA WM AHTArOHUCTA
GnRH, Beenenne pexombunantHoro FSH u BBenenue oBymsaropHoii no3el hCG, usBnedeHue
(mampumep, cOop) oouMTa(OOLUTOB), OIJIOAOTBOpPEeHHE  (HAMPUMEpP, OCEMEHEHUE)
oonuTa(0OUTOB) — OOECIeYeHne OIUIOJOTBOPEHHBIM OOIMTAM PAa3BUTHUS O CTaIuH
OnmacTomMCTEl W KPUOKOHCEPBALMM OJHOM WM HECKOJBbKMX OnacTonucT (Harmpumep,
OmacTonucT, NASHTH(PULIMPOBAHHBIX MOCPEICTBOM OLICHKH KauecTBa OJACTOLMCT, HAMPHUMED,
IUTSL TIOCJIEAYIOMIErO TIEPEeHOCa).

OnucaHHOE B TAaHHOM JOKYMEHTE JieueHue OeCIIoNusi MOXKET ObITh MpeqHA3HAYEHO U
MOXeT ObITh 3(QQEKTHBHBIM [Js1 ONTUMH3ALMU KyMYyJATUBHOH 3¢¢exkTuBHoctu (T. €.
MAaKCHMH3ALUM  BEPOSTHOCTH YCHEINHOW OepeMEeHHOCTH TMalleHTa I[ocjie IHKIa C
NPUMEHEHHEM CBEXHX 5SMOPHOHOB WM TOCJIEAYIOIIEro IUKJIa C TMPUMEHEHUEM
KPHOKOHCEPBHPOBAHHBIX AMOPHOHOB) W/WiM CHWXKeHus pucka passutus OHSS (1. e
cHwkeHus pucka passutus OHSS nocpencrBoMm, Hanpumep, HaOMIOAEHUS W/UIM KOHTPOJIS
YpPE3MEPHOr0 OTBETA Ha JICUCHUE).

Crnioco0bl Jjeuenusi, cHukaromue puck passurus OHSS

B cooTrBeTcTBUHM CO BCeMHU acleKTaMHU, OMHUCAHHBIMU B TAHHOM JIOKyMEHTE, ONHCAaHHOE B
JAHHOM JIOKYMEHTE JieueHHe OeCIUIONNs MOKET BKJIFOYATh CTaIUI0 HAOJIOJCHUS MAIMEeHTa B
OTHOILIEHUU YPEe3MEpPHOro OTBETa Ha jieueHue. B maHHOM NoKymeHTe "dpe3MepHbI OTBET Ha
JeyeHne" ONpeneseTcsl KaKk OTBET MAlUeHTa Ha JICUeHHe, KOTOPBIH MPUBOIUT K 00pa30BAHUIO
> 20 ¢onnukynoB quamerpoM > 12 MM W/WIIM YCTAHOBJICHHIO KOHIIEHTPALUH 3CTPATHONA B
ChIBOpOTKEe KpoBU > 3000 mr/mn B 000K MOMEHT JieueHus. JTa cTagusi HaOJoIeHus
NAIMEHTa B OTHOIIEHUH YPE3MEPHOTO OTBETA HA JIEYEHHE MOXKET BKIIIOUATh HIEHTH()UKALIUIO B
Xofe JieueHus manpeHTta ¢ > 20 Qommukynamu aupaMerpoMm > 12 MM W/MIH KOHIIEHTpaLuei

3CTPAaANOIIA B CBIBOPOTKE KpoBU > 3000 mr/mut.

B cooTtBercTBHM CO BCEeMH ACIICKTaMH1, ONMHUCAHHbIMU B AAHHOM JOKYMCHTC, JICHCHUE
6ecrmozu/1${, OMMCAHHOC B JAHHOM AOKYMCHTEC, MOXET HOIMNOJHHUTCIBHO BKJIKOYATH BBCACHUC

no3sl aronncta GnRH (manpumep, 4,0 Mr) nanuenTy, B Xoze JeueHus: HAeHTHGULHPOBAHHOMY
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kKak umeromuii > 20 ¢omukynoB nuaMerpoM > 12 MM W/MIM KOHLEHTPAIUIO 3CTPanroia B

CBIBOPOTKE KpoBH > 3000 rir/mut.

B coorBercTBUM €O BCEMH acneKTaMy, ONMCAHHBIMU B JAHHOM JOKYMEHTE, JIeUueHHe
Oecrionusi, OMUCAHHOE B JAHHOM JOKYMEHTEe, TIe MalHeHT HASHTHQULUPYEeTCsS B XOne
JeYeHus KakK NalueHT, wumerommi > 20 ¢GommkynoB amamerpoM > 12 MM w/umm
KOHIIEHTPAIIMIO JCTPaguojia B ChIBOPOTKe KpoBu > 3000 mr/mii, MOKET AOIMOJHUTEIBHO
BKJIIOYATh M3BJIeueHue (Hampumep, cOOp) ooruTa(OOLMTOB), OIJIOAOTBOpEeHUE (HAMPUMED,
OCeMeHEeHHe) OoLMTA(OOUTOB);, OOecreYeHre OIUIONOTBOPEHHBIM OOLIMTAM pPAa3BUTHS 10
cTanuu OJaCTOIMCTBI, U KPHUOKOHCEPBALIMIO OTHOW WJIH HECKOJIbKHX OJIacTOIUCT (HAmpuMep,
OJacTOLHCT, UACHTU(PHUIMPOBAHHBIX MOCPEACTBOM OLICHKH KadyecTBa OJIACTOLMCT, HANpUMep,
IUTSL TIOCTIEYIOIIEero mepeHoca). TakuMm o0pa3oM, MalUeHThbl, HISHTU(PHUIINPOBAHHBIE KaK
MAIlUeHThl C Ype3MEpPHbIM OTBETOM (TI0 M3OBITOYHOMY KOJHMYECTBY KPYMHBIX (POJITHKYJIOB
w/wmm  n30bITOYHOMY YPOBHIO 3CTPAAMONia B  CHIBOPOTKE KPOBH), MOTYT HMETh
KPHOKOHCEPBHPOBAHHYIO  OJIACTOLIMCTY,  PAa3MOPOXKEHHYIO U TEPEHECEHHYI  (LIUKJI
3aMOpPXMBAHUS, LUKJ IEPEHOCa TOJBKO KPHOKOHCEPBHUPOBAHHBIX 3MOPHOHOB) IOCHE HX

U3BJICUCHUA U3-3a YPE3MCPHOIO OTBETA.

Jlo3er pexomOunantHoro FSH, mepeuncneHHble B JaHHOM JOKYMEHTE, MOTYT ObITb
HpeHa3HAYeHbl JUIsl JIeYeHUs1 OECIUIONNs B COOTBETCTBUU C MEPBBIM MIPOTOKOJIOM CTUMYJISILIUH
nanueHTa (cyopekTa) (mepBblil "HHUKI" CTUMYJISIUM) C MOMOIIBIO CIIOCOOOB M MPOTOKOJIOB
JICYSHHsI, ONMMCAHHBIX B JAHHOM JOKyMeHTe. Takum o0pa3oM, KOMIO3HUIIHIO(KOMITO3ULIMH)
MOJKHO HCIIOJIb30BaTh JUISL JICUEHHsI OecIuiofnusl y manueHTa (CyObekTa), KOTOpBId paHee He
NPOXONWII JIeYeHHe OeCIUIOAHs MOCPEICTBOM KOHTPOJHPYEMOW CTHUMYJISILUU SIMYHUKOB; IS
NPUMEHEHUs JUTsl JiedeHus: Oecruionus y nanueHTa (CyObekTa), KOTOphId paHee He 3aBepIIH
KypC JiedeHus1 OeCIUIOnHs MOCPENCTBOM KOHTPOJUPYEMOH CTUMYJSIIUU STUYHUKOB, WIIA JUJIS
MPUMEHEHUS JUTs JIeYeHUsI OeCTUIONns y marueHTa (CyObeKTa), KOTOPBIN He MPOXOIII JISYeHUE
Oecruionusi MOCPENCTBOM KOHTPOJIHPYEMOH CTUMYJLSIIUHM SUYHUKOB B TPEBIAYINHE MIECTh
MecsLeB, Ooyiee MPEeNroYTUTENbHO MalueHTa (CyObeKTa), KOTOpPbI HE MPOXOAMII JICYCHHE
Oecruionuss TOCPEACTBOM  KOHTPOJNMPYEMOH CTUMYJSIIMM  SIMMHUKOB B NPEABIAYIIHE
nBeHanarh Mecses. Crenyer OTMETUTb, YTO Uil NANbHEHIINX [UKIJIOB CTUMYJISILIUU (TO €CTh
LIUKJIOB JIEYeHUs1 OECIUIOAMs IOCPENCTBOM KOHTPOJHPYEMOW CTHUMYJISLIUN SIMYHUKOB) C

MMOMOIIBIO croco0oB U MMPOTOKOJIOB JICHCHUs, ONMUCAHHBIX B JAHHOM NOKYMECHTC, OO3bl MOTYT
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OBITD CKOPPEKTHUPOBAHBI B COOTBETCTBUU C (I)aKTI/ILIeCKI/IM OTB€TOM SIMYHUKOB B IIE€PBOM IUKIJIC

C IIOMOIIBbIO crtocoO0OB U MPOTOKOJIOB JICUCHUA, ONMMCAHHBIX B JTAHHOM JOKYMECHTC.

Crnioco0bl J1eueHus Ul DalUeHTOB B Bo3pacre > 35 jer

B HexoTOpbIX acmeKkTax MALUEeHT SIBJSETCS MallMeHTOM KEHCKOro roja B Bo3pacte > 35
JieT, HampuMmep, B Bo3pacTe 35-42 ner. Bo3pacTt maimeHTa MOXKET COCTaBJSATh 35 JIET WIH
Oonbire 35 jer. Bo3pacT manueHTa MOKET COCTABJATH 36 wuiu Oojbiue 36 jer, uiu 37 wiu
Oonbie 37 aer, unu 38 wiu Oosbiine 38 yetr, uau 39 unu oonbine 39 net, unu 40 uamu Oonbiie
40 net, unu 41 rox unu 6ogbiie 41 roga, unu 42 roaa.

[TammmeHT MOT paHee MOTEPNETh HEyAauy MPHU MPOXOKACHUH MO MEHBIIEH Mepe OIHOTO
LUKJIa JIedeHus: Oecrutomusi (T. €. MALMEHT MOI paHee 3aBEPIIUTh JICUEHHE MOCPEICTBOM
KOHTPOJIMPYEMOI CTUMYJISILIUK SIMYHUKOB, HO He 3a0epeMeHeTh), HampuMmep, MPeabIayIIero
JiedeHus1 OeCIUIONUS 1O APYTroMy MPOTOKOJY /MM C IPUMEHEHHUEM JPYTHX TePAreBTHUYECKUX
cpencts, Takux kak GONAL-F® Bmecto rFSH.

B KOHKpETHBIX BapHaHTAaX OCYIIECTBJICHHUS KOMIIO3ULUS MPEJHA3HAUYEHA NJi JICUEHUs
NMaluueHTa cTapiie 35 JeT, MalMeHTa, KOTOPBbIM MOTeprHes Heyaady MNpU MPOXOXKIECHHUU IO
MEHBIIeH Mepe OMHOro IMHKJIA JIedeHHs Oecruionus (Hampumep, MPEenbIAyIIero JeYeHUs
Oecruonus 1Mo IPyroMy MPOTOKOJY W/WIIH ¢ IPUMEHEHHEM APYTHUX TePAreBTUIECKUX CPENCTB).
[TaupeHT MOr paHee MOTEPIEeTh HEynady MPHU MPOXOXKACHUH HE Ooyiee TPEeX LUKJIOB JICUSHHUS
Oecruioguss  (HampuMep, MO APYroMy TMPOTOKOJNY W/HIM C TNPUMEHEHHEM JPYTHX
TePaNeBTUUECKUX CPEJICTB).

Jleyernne OecCrutonusi MOXKET BKJIIOYATh CTAIUIO OIpEIeNieHHs] BO3pacTa MalleHTa U
CTanuI0 BBENEHUs J03bl pekomMOuHaHTHOro FSH, kak omucaHoO B JaHHOM JIOKYMEHTE,
nanueHty B Bo3pacte > 35 yer. Craguro uaeHTudukanuu nanueHta (D0 JieUeHUs) Ha
OCHOBAHHH BO3PACTa MALHEHTA MOYKHO OCYIIECTBJISATh HEOCPEACTBEHHO A0 (Harmpumep, 3a 0-2
oHs 710) mepBoro BBenmeHus n03bl rFSH manwuenTty (Hampumep, mepen HadallbHON TO30M
BBoautcs rFSH).

B mepBoM acmekTte mpenycMOTpeHa KoMmmosunus (Hampumep, (apmManeBTudeckast
KOMITO3UILIMST), COAeprKallasi peKOMOMHAHTHBIA (POJUTHKyIocTUMYIHpyomuii ropmoH (rFSH),
IUTSI IPUMEHEHHST ITsI JISUeHUsT OeCIUTIONUS y MaleHTa (HapuMep, NISHTUPUIIUPOBAHHOTO KaK
MAaLMEeHT ¢ OecrioaneM) B Bo3pacte > 35 Jier, rae KOMIIO3ULMs NpeAHa3HaueHa JJIsl BBEACHUS
B 103€e, cocTtapsaomeli 15 Mkr pekomOunanTHoro FSH B neHb, nim no3e, SKBUBAJIEHTHOMN STOM
no3e. Hampumep, kommo3umusi MokeT ObIThb TNpeJHA3HA4YeHa Uil BBEACHHS B J103€,

coctasisiroieit 15 mxr pekomObunantHoro FSH B nenb. Jlosy pekomOunantHoro FSH moskHO
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BBOAUTb B J03€, OKBUBAJEHTHON CyTOUHBIM J03aM, YyKa3aHHbIM Bblme. Hampumep,
KOMITO3UIIUST MOXET OBITh MpeqHa3HadeHa Ui BBEIEHHs B J03€, COCTABISIOMEH 15 MKr
pexomOnHanTHOro FSH kaxknelli neHb WM, Kak NPaBHIIO PeXe, B HKBHUBAJEHTE 45 MKT
pekomOuHanTHOro FSH kasknble Tpu nHs (Hampumep, s BBeAeHUs B 1HU 1, 4, 7 1 Tak nasee).

B pononHuTenbHOM — acmekTe  NpelycMOTpeHa  KOMIo3uuus  (Hampumep,
dapmaneBTHUECKasT KOMIO3MLUS) Uil MPUMEHEHUs] Ui JieueHUs OeCIUIoAWsl y TMalueHTa
(Hampumep, UIEHTUPHULMPOBAHHOTO KaK MALMEHT ¢ OecruiogueM) B Bo3pacte > 35 yert, rae
KOMIIO3ULIUS COAEPIKUT 1103y, COCTaBJISIFOLIY O 15 MKI  PE€KOMOWHAHTHOTO
domnmukynocrumynupyromero ropmona (FSH) B neHb, min 103y, S5KBUBAJIEHTHYIO 3TOH 103€.
Hanpumep, koMmo3uiysi MOXKeT ObITh NPeIHA3HAYEHA JIJIsl BBEIESHHS B 103€, COCTABJISIOIIEH 15
MKT pekomOnHanTHOro FSH B nens.

Taxke mNpenycCMOTpeHbl CIOCOOBI JIEUeHHMs OECIUIONUSl Y HYXKAAIIIErocss B 3TOM
nanueHTa (Harmpumep, WASHTU(ULIMPOBAHHOTO KaK MAalUeHT ¢ OecruiogueM) B Bo3pacte > 35
JeT, BKIIOYAIOLINE BBEAEHHE MALHEHTY PEKOMOMHAHTHOrO (OJIHKYJIOCTHMYJIHUPYIOIIErO
ropmona (rFSH) B nose, cocraBmsromeii 15 mkr pexkombunantHoro FSH B nens, nnm nose,
SKBHUBAJIEHTHOW »3ToH pmo3e. Kak ormeueHo Bbime, BBeneHue pekomOuHaHTHOro FSH
HA4YMHAETCs B MEPBbIH A€HDb JIEYEHUs] U MOXKET MPOJOJIKAThCS B TE€UEHHUE OT ABYX 10 ABaJLATH
nHel. Jlo3a MOXKET ObITh OIMHAKOBOM KaXKAbli AeHb. OQHAKO U3MEHEHNE N03bl B 3aBUCUMOCTH
OT OTBETa SIMYHUKOB NAallMEHTa (Hampumep, Kak M3MEPEHO C IOMOILIBIO YJIBTPa3ByKOBOT'O
UcciIenoBanus1) 0ojee BepOsSTHO.

Kak oTmedyeHO BbIlle, PEKOMOMHAHTHYIO KOMMO3ULMKO Ha ocHoBe FSH (Hampumep,
(bapMaleBTHUYECKYI0 KOMITO3HMIIMIO) WJIM JICKAPCTBEHHBIM Mpernapar MOKHO BBOIUTH IOCIHE
NPEABAPUTENLHOIO  JIEYCHUS] TMauueHTa (Opyroi) ¢apManeBTHYECKOW KOMITO3ULIUEH,
Ha3bIBAEMOW B JAHHOM JOKYMeHTe "Kommo3uimed A", KoTopas MOIaBIisieT BbIPaOOTKY
SHIOTE€HHOI'0 MOHAJAOTPOINHA A0 AHs OAUH JiedeHus ¢ nomolisto TFSH, Takoro xak crepoun,
aronuct GnRH, antaronuct GnRH u T. m.

Kak ormedeHO BbIe, Kak MPaBUIIO, KOMIIO3UIUS HA OCHOBE pexkomOmHaHTHOro FSH
(Harmpumep, (apmaneBTHUECKas] KOMITO3ULMS) WM JIEKAPCTBEHHBIN Npenapar BBOASTCS WU
NpeAHa3HAYeHbl IJI1 BBEACHUS 1O BBEICHHS BBICOKOH (OBYJSTOPHOH) O3Bl YEJIOBEYECKOTO
xopuonudeckoro roragorponusa (hCG) (mampumep, 4000-11000 ME hCG, manpumep, 5000
ME hCG, 10000 ME hCG u 1. 1n.; mimm 150-500 mkr pekomOunantHoro hCG, nanpumep, 250
MKr pexkomOuHaHTHOro hCG), nns MHAYKUMHM OKOHYATENbHOTO CO3pPEBaHMs (DOJUTHKYJIIOB.

Takum o0Opa3oMm, B HEKOTOPBIX BapHAHTAX OCYIIECTBJIEHHS] CIOCOOBI, ONMUCAHHBIE B JaHHOM
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IOKYMEHTE, JONOJHHUTENbHO BKJIOYAIOT BBEACHHE BBICOKOW  (OBYJISAITOPHOW)  J1O3BI
yesioBeueckoro xopuonndeckoro ronanorponuna (hCG).

Kak ormeueHo Bbie, ieueHne OECIUIOANs MOXKET TOTOJIHUTENbHO BKIIIOUATh U3BJICYCHUE
(mampumep, cOop)  0oLUTA(OOLMTOB), OIJIOAOTBOPEHHE  (HAMpPUMEpP, OCEeMEHEHHE)
oonuTa(OOLMTOB), W oOOecrnedeHne OIUIOJOTBOPEHHBIM OOLIMTAM PAa3BUTHA JO CTaaAuu
Onmacrouuctel. Kak oTMeueHO Bbllle, jiedeHHe OeCIUIONHs MOXKET JOMOJHHUTENBHO BKIIFOYAThH
OLEHKY KadecTBa OJIACTOLUCT U CBEKUH MEPEeHOC OJACTOLMCT WM 3aMOPaKUBAHHUE

OJIACTOLIMCT ISl TOCIIEAYIOIIETO MePEeHOca.

Kak oTMedeHO BbIIIE, JICYEHHE MOKET JOMOJIHUTENIBbHO BKJIIOYATh HAOMIONEHHE H/HIIH
KOHTPOJIb YPE3MEPHOTO OTBeTa Ha jeueHue (Harpumep, OHSS).

B cooTBeTcTBMM € IOMOJHHUTENBHBIM AaCIEKTOM MPENyCMOTPEHBI CIIOCOOBI JICUEHHS
Oecruionus y manyeHTa B BO3pacTe > 35 JieT U KOMITO3UIMSA, COAepIKaliasi pPeKOMOMHAHTHBIN
dommukynocrumyupyromuii ropmon (FSH), nns mpumeHeHust st jiedeHust Oecruionusi y
nmanueHTa B Bo3pacTe > 35 yeT, rAe CrocoObl BKJFOYAIOT BBEIAEHHE B HAYalbHOH 103€,
cocraBysitonneit 15 mMkr, pekombunanTHoro FSH B neHsp, wim KkoMImo3unus npeaHa3HayeHa Jis
BBEJIEHUs] B HA4YaJIbHOW 103€, cocTaBysitomieit 15 mkr, pexkomOunantHoro FSH B nens, rme
HA4YaJbHYIO 03y BBOJAT B IO MeHbINEH Mepe NeHb 1 jedenus (HarpuMep, B 110 MEHbIIeH Mepe
neHb | U neHb 2 JedeHus, HarpuMmep, B KaKabli u3 nHed 1-4 nedenus), rae HeoOs3aTeNbHO
no3y (1) yBeNIMYMBAIOT 33 CYET MEPBOrO MOLIArOBOrO yBeJHuUeHHs 103bl OT 2 10 4 mkr rFSH
(Bxuroyasi 3 Mxr rFSH) B 0001 mocnenyromuii [eHb jJedeHus; W/ uiu (ii) yMEHBIIAT 33 CYET
NIEPBOTO MOIIArOBOTrO YMeHbIIeHHst 103bI oT 2 10 4 Mk rFSH (Brurouas 3 mkr rFSH) B mo6oii
MOCJEAYIOLIUN JE€Hb JICUEHHUSI.

Jlo3y MOKHO TOAJEPKUBAaTh HA YPOBHE HAYalbHON O3Bl B TEUYEHHE BCEro INepuopa
neuenns. J[o3a MoxeT ObITH OMHAKOBOH KaXblii 1eHb. OTHAKO U3MEHEHHE J03bl, HAIIPHMED,
B 3aBHUCHMOCTH OT OTBETa SMYHHKOB TMAalMeHTa (HampuMep, B 3aBHCUMOCTH OT pOCTa
(bonnuKyIOB, HAPUMEP, KAaK U3MEPEHO C IMOMOLIBIO YJIbTPAa3BYKOBOTO UCCIIEAOBaHUs), Oonee
BEPOSITHO.

Crioco® neyenuns: Oecriousi MOJKET BKIIIOYATh HAOMIO/IEHHE OTBETA SIMYHUKOB MAIL[UEHTA
Ha BBeneHne rFSH (Hanpumep, HaOmoneHUEe pocTa (POUTUKYIIOB, HAIPUMEDP, KaK U3MEPEHO C
MOMOIIBIO YJIBTPA3BYKOBOTro uccienopanus). Crocob JieueHnst OECIuIonrsi MOXKET BKIIFOUYATh
HaOJIO/IeHNe OTBEeTa SIMYHMKOB nanueHTta Ha BeeneHue rFSH (manpumep, HaOmoneHue pocra
bonnMKynoB, HaNpUMep, KaKk H3MEPEHO C MOMOINBIO YJIBTPA3BYKOBOIO MCCIIENOBAHUS) U, B

3aBUCHUMOCTH OT pocTa (POJUTHKYJIOB, YBEJIUYEHHE UM yMeHbIneHue no3bl Ha 2-4 mkr rFSH
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(Bxmouast 3 Mkr rFSH). Cnoco6 neuenust Oecruionusi MOKET BKIJIIOYATh HAONIOZEHHE OTBETA
SMYHUKOB TmanueHta Ha BBeaenue rFSH (mampumep, HabmoneHwe pocra (HOJUIMKYIIOB,
HampuMep, Kak H3MEPEHO C IIOMOMIBbI0 YJIbTPa3BYKOBOI'O HCCIEAOBAHUs) B OAMH WJIHU
HECKOJIbKO JTHeW B T€UeHHEe BCEro Kypca JICYeHUs], HanpuMep, B OUH WK Oojiee U3 AHA S, THs
7, nus 9, nuast 11, gust 13, qusa 15, qas 17 u gast 19 ngedenwns. Crocob neyeHus: OeCruionust
MOJKET BKJIOYAaTh HAOJIFOJEHHE OTBETAa SIMYHUKOB MalreHta Ha BeeneHue rFSH (Hampumep,
cTaguio HaOmoneHus: pocta (OJUIMKYJIOB, HAmpuMep, Kak H3MEPEHO C MOMOIIBIO
yJIBTPA3BYKOBOI'O HCCIIEIOBAHUS) B OOWH MJHM HECKOJbKO IHEH B TEUEHHE BCEro Kypca
JIeUEHUs1, HanpUMep, B OOUH vin Oojiee w3 aHst S, nust 7, nust 9, nus 11, qust 13, nus 15, qas 17
u aHs 19 nedeHust U, B 3aBUCUMOCTH OT POCTa (POJUIMKYJIOB, YBEIHUYEHHE WJIM YMEHBIICHHE
no3sl Ha 2-4 mkr rFSH (Bxmouast 3 mxr rFSH). To ectb, 103y MOXHO yBETMUMBATH WIIH
YMEHBIIATh B 3aBUCHMOCTH OT pocTa (POJUIMKYJIOB B OIWH HMJIM HECKOJIbKO JTHEH B TEUeHHUE
BCEro Kypca JICYEHUs], HalIpuMep, B OAWH WJIH Oosiee w3 mHs S, aHs 7, nHs 9, nust 11, nus 13,
nHs 15, nasa 17 n gast 19 nedenus.

Jlo3y MOKHO yBeNMYMBaTh IOLIArOBO B XOA€ JIEUEHHUs, NMOLIATOBO YMEHbLIATh B XOJE
JIeUEHUs] WIM U3MEHATb B XOJ€ JIEYeHUs 3a CYeT KaK IOLIAroBbIX YBEJIMUYEHUN A03bI, TaK U
MOLIArOBbIX YMEHbIIEHUH 103bl. Kak nmpaBuiio, yBenudeHus: 103bl OCYLIECTBIISIIOTCS HE Yallle,
4eM pa3 B 2 JHs, TO €CTb BTOPOE MOLIATOBOE YBEJIMUYEHHUE 03bl HE OCYILECTBISETCS 10 TOTO,
IOKa He MPOWIET MO MeHbILIEH Mepe ABa JHS MOCJe MEepBOro MOUIArOBOTO YBEIMUYEHUS A03bI.
DTO mocnenoBaTeNbHOE YBEIUYEHUE MPENCTaBIsieT co00H Oe30macHblil MOAXO U MO3BOJISAET
JiedaleMy Bpady OL€HMBAThb OTBET SIMYHUKOB HA JTaHHBIM YPOBEHb 103l MEpPE BO3MOKHBIM
yBeJIM4eHHEeM 103bl. Hampumep, Jedammii Bpad MOXKET YMEHbLIATh O3y Ui CyOBEKTOB C
pocToM (POJUTUKYJIOB, yKa3biBasi HAa TO, YTO CHIDKEHHE J03bl OyNeT MOAXOIAIIMM KypCOM
neiictBuii. CHWXKEHHE I03bI MOXKHO OCYINECTBJISITh KaKAbld 1eHb. Jlo3a MoxkeTr ObITh
yBeMYEeHA O MAKCUMAJIbHON CyTOYHOM 103bI, cocTaBisitomei 24 Mxr rFSH, unu ymenbiena
110 MUHUMAJIbHOM CyTOYHOM J03bI, cocTapiisitoiieii 6 mxr rFSH.

Takum oOpaszoM, mepBoe MoIAaroBoe yeeandeHue n103bl oT 2 1o 4 mMkr rFSH (Bkirouas 3
Mkr rFSH) moxer ObITh () C MOCHEAYIOLIMM OMOJHUTEIbHBIM TOLIArOBBIM YBEIUYCHUEM
no3el oT 2 1o 4 mkr rFSH (Bxmouast 3 mxr rFSH) depe3 mo meHbneli Mepe ABa AHS MOCIE
NPEABIAYINEro MOLIArOBOrO yBENWYEHUs A03bl, w/miu (b) ¢ MmocneayrmuM MOMaroBbiM
yMeHblIeHneM 10361 oT 2 10 4 Mkr rFSH (Bxmouas 3 mxr rFSH) yepes3 mo meHbLIel Mepe oquH
JieHb TOCJIe MPEeAbIAYLIero MomaroBoro yBeauueHus 103bl. IlepBoe momaroBoe yMeHbIIEHHE
no3el or 2 mo 4 mkr rFSH (Bxmouast 3 mxr rFSH) moker ObiTh (a) ¢ mocnepyrommm

NOoLIaroBeIM yBenudeHueM 1o3el or 2 1o 4 mkr rFSH (Bxmrouas 3 mxr rFSH) uepes mo
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MEHbIIEH Mepe OAMH JIeHb WJIHM MO0 MEHbLIEH Mepe Ba IHS MOCJe MPEIbIIYIIero MoIaroBoro
yMeHblIeHUs 103bL, u/uimm (b) ¢ mocnenyrommuM JONOTHUTENbHBIM YMEHbIIEHUEM J103bI OT 2 110
4 mkr rFSH (Bxmrouast 3 Mkr rFSH) nmo menbiueii Mepe yepes OWH I€Hb MOCHe TMPeabIayLero
MOLIArOBOr0 YMEHbIIEHUS 103bL.

Cnenyer mpuHHUMATh BO BHUMaHHE, YTO TOT aCleKT MpelyCMaTPUBAET, HaIIpUMep, 03Y,
cocTaBisirolIy0 15 Mkr pekomOuHanTHoro FSH B meHb ¢ nHs 1 jedeHus mo neHb 4 JeueHus],
IIPU 3TOM J103a YBEJIUYHMBAETCS B CIEAYIOLIUE JHU JIEUEHUS HA MO MEHbLIeH Mepe ONIWH Iiar,
Hanpumep, ¢ 3 Mkr rFSH no 18 mkr rFSH (Hanpumep, B aenb S wnu 6). J103y, COCTABISIFOIIYEO
18 mxr rFSH, MoxHO mpojoykaTh MPUMEHATH 10 KOHLA JIEYeHUs, WJIM MOTYT UMEThb MECTO
OJTHO VI JIBa JTOTIOJHUTENIbHBIX TMOLIArOBBIX YBEJIMYEHHS O3Bl HA, Hanpumep, ot 3 Mkr rFSH
no 21 mxr rFSH, nmu no 21 mxr rFSH, a 3aTeM no MakcMMaiabHOW JTO3bI, COCTaBIsFOIen 24
Mkr rFSH, mpu 3ToM Kaxjaoe MoOLIaroBoe yBeNIMYEHUE J03bl OCYILIECTBISIETCS dYepe3 M0
MeHblIeH Mepe 1Ba [HSA IOCie MPEeAbIAYyLIEro MOIIAroBOr0 yBEIMUYEHHUs MO3bl, WU 1034
BapbHUpyeTCs Kak 3a CYEeT NOLIArOBbIX YBEJIMYEHHWH M03bl, TaK M 3a CYET TIIOIIArOBbIX
YMEHBIIEHUHN 03bLIPU 5TOM Ka)K0€ C COOTBETCTBYIOLIMM HHTEPBAJIOM IOCHE NPEABIAYLIEro
NOLIArOBOr0 M3MEHEHMsl JI03bl, YTO MOXKET OBITh ONpPaBIAHO C yYE€TOM OTBETA SUYHHUKOB
nanueHTa, Kak odcyxmaercs Bplue. CXOAHBIM 00pa3oM MOXKHO OCYLIECTBIISATH YMEHbBIIEHHE
HauyaibHOM 036l Ha, HanpuMep, oT 3 Mkr rFSH no 12 mxr rFSH (Hanpumep, B neHs S wnu 6), u
3Ty A03y MOXHO MPOAOJDKATH MPUMEHATh A0 KOHLA JIEUEHHs, WIM MOTYT UMETb MECTO OJIHO
WIN J1Ba JONOJHUTENBHBIX IMOLIATOBBIX CHMXKEHHUS A03bl Ha, Hampumep, ot 3 Mkr rFSH nmo 9
Mkr rFSH, unu mo 9 mxr rFSH, a 3aTteM 10 MUHMMAJILHON mO3bI, cocTaBstromiei 6 Mxr rESH,
IIPU 5TOM Ka)X10€ YMEHbILIEHHE OCYIIECTBJSETCS Yepe3 10 MEeHbIIel Mepe OIUH JeHb IOCIe
NpebIAyIero MOIIArOBOI0 YMEHbLIEHUs JO03bl, WU J03a BapbUPYeTCs Kak 3a CYeT
MOLIArOBBIX YBEJIHMUYEHHUH JO3bI, TAK M MOLIATOBBIX YMEHBLICHUH JO3bI, TIPH 3TOM KaXI0€ C
COOTBETCTBYIOIIUM MHTEPBAJIOM IIOCJIE€ NPEbIAYLIEro IMOMIarOBOr0 W3MEHEHHs J03bl, 4TO
MOJKeT OBITh OMPABIAHO C YUETOM OTBETA SIMUHUKOB MALIMEHTa, KaK 00CYK/IaeTCsl BbILIE. DTOT
acriekt obecnieunBaeT croco0 Oe3omacHoro mi3meHeHwst no3bl FSH Ha ocHOBaHMM oOTBeTa
nanueHTa.

Kak u B mepBOM acmekTe, PacCMOTPEHHOM BBIIIE, JIEUEHHE B COOTBETCTBUU C 3THM
ACIIEKTOM MOJKET JIOTIOJIHUTENIbHO BKJIFOUATh BBEIEHHE BBICOKOH (OBYJATOPHON) IO3BI
yenoBedeckoro xopuoHmyeckoro roHanorponmHa (hCG) u  HeoOs13aTenbHO H3BJIEUYEHUE
(Hampumep, cOop)  oouuTa(OOIHUTOB),  OIUIONOTBOPEHHE  (HAMpPUMEP, OCEMEHEHHE)
oonuTa(0ONMUTOB), oOOecrevynBasi OIUIOAOTBOPEHHBIM OOLMTaM pPa3BUTHE OO CTaguu

6J'IaCTOI_II/ICTbI, JAOINOJIHUTCIIBHO HE00s3aTEIbHO OLICHKY Ka4de€CTBa 6J'IaCTOI_II/ICT H MNEPEHOC
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cBeXei(CcBexknx)  OnacTonUCThI(OMACTOLUCT) WM 3aMOpPaXKMBaHUE  OJACTOLUCT st
HOCJIEYIOLIEro mepeHoca. JIOMONMHUTEIbHO WM B KaueCTBE aJbTEPHATHBBI, JICUCHHE MOXKET
JOMOJHUTENBHO BKJIIOYATh HAOMIOEHHWE W/HMIM KOHTPOJb YPE3MEPHOrO OTBETA HA JICYCHHUE
(marmpumep, OHSS).

Crnioco0bl JIeueHus MaluesToB B Bo3pacre < 34 jer

B HexoTOpBIX acmekTax MAaLUeHT SIBJASETCS MAalMEeHTOM KEHCKOro Mnoja B Bo3pacte < 34
Jet, HarpuMmep, B Bodpacte 18-34 yer. [lanpenty moskeT ObITh 34 roga uian MeHblue 34 JieT,
Hanpumep, 33 unu Mesblue 33 ser, HanpuMmep, 30 unu mensbiue 30 jer, Hapumep, 28 uinu
MeHblLIe 28 JeT.

ITauuenT MOr paHee MOTEPHETh HEyAady MPU MPOXOXKACHUU MO MEHBbLIEH Mepe OIHOrO
UKJIa JIeYeHHs OECIUIONUs, HalpuMep, MNPENbIAyIIero JieueHus OecIuionusi Mo Ipyromy
MPOTOKOJTY W/WIJIH C TIPUMEHEHHEM APYTUX TEPANEBTHUECKUX CPEACTB, KaK 00CYKIaeTCsl BBILIE.
B xOHKpeTHOM mpuMepe KOMIIO3ULIMA ITPeIHa3HaYeHa AJI JICUEHUs NalueHTa B Bo3pacTte < 34
JIeT, MaUUeHTa, KOTOPBIM MOTepIen Heyaady NPH MPOXOXKACHUM MO MEHbLIEH Mepe OJHOrO
UKJIa JiedeHus: Oecriomusi (HampuMmep, MNPEeAbIIyINero JiedeHusl OeCIUIonus MO IPyroMy
NPOTOKOJIy W/WIM C TPUMEHEHHEM JAPYTHX TeParneBTUYeCKUX CpencTB). B KOHKpeTHOM
IpUMepe KOMIIO3ULIMs IpeIHa3Ha4YeHa MJid JiedeHus mnanueHta B Bospacre 30-34  ger,
MaLUEHTa, KOTOPBIN MOTEPIEN HeyAauy IPU MPOXOKIACHUU 110 MEHbBIIEH Mepe OAHOrO LUKJIA
nedeHus: Oecruonus (HampuMep, MPeAbIIYLIero JedeHuss Oecruionusi mo APYromMy MpPOTOKOIY
W/ C NPUMEHEHHEeM APYIHX TepaneBTUYeCKuX cpencts). [lanuieHT Mor paHee moTepreTsh
Heyjady INpH TNPOXOXKIACHUH He Oojee Tpex LUKIOB JieueHHs Oecruionusi (Hampumep, IO
APYroMy MPOTOKOJY W/HIIK C TPUMEHEHUEM JIPYTHX TeParieBTUYECKIX CPEICTB).

Jleyenne Oecrutomusi MOXKET BKJIIOYATh CTAIUIO OIpEIeNieHHs] BO3pacTa MaleHTa U
CTanuio BBeneHus n03bl pekomOuHaHTHOro FSH manwmenty B Bo3pacte < 34 ner. Cramuro
UICHTH(QHUKAIMK TanueHTa (0 JIeYeHHs) Ha OCHOBAHMM BO3pacTa MAIlMEHTa MOXKHO
OCYIIECTBJISITh HEMOCPEACTBEHHO A0 (Hampumep, 3a 0-2 aHs 10) mepBoro BBeneHus 1o3bl rFSH
MALUEHTy, HAIPpUMED, AJI ONPENEIeHUs] WIH MOATBEPXKACHUS COOTBETCTBYIOLIEH HAa4YalbHOU

no3bel TFSH.

B pmononHMTENnbHOM ~— acmekTe  NpenyCMOTpeHa  KOMIO3WIus  (Hampumep,
dapmaneBTHUECKAS KOMITO3HUIIHS), conep:Karas PEeKOMOMHAHTHBIN
dommukynocrumyupyomuii rtopMoH (FSH) nns npumenenust mis nedenust Oecruiogust y
NalMeHTa, UIEHTUQHULUHUPOBAHHOIO Kak MAILMEHT, HaXOAsImuiics B Bo3pacte < 34 yer, rue

KOMIO3ulys Mnpe€aHa3Havu€Ha AJisi BBEACHUS B JO3€, COCTaBJ'ISII-OH_Ieﬁ 12 Mkr peKOM6I/IHaHTHOFO



-23-

FSH B neHb, nnu n03e, 3KBUBAJICHTHOW 3TON a03e. Hampumep, KOMIIO3ULMS MpeaHa3HaueHa

IUTS BBEIEHUS B 03¢, cocTapisitowneit 12 Mxr pekomObunantTHoro FSH B eHs.

B JOTMOJIHUTEJIBHOM ~ aCIIeKTe IIPEIyCMOTPEHA  KOMITO3HULIUS (Hampumep,
(dapmaneBTHUECKAs KOMITO3MLMSA) I NMPUMEHEHUs U JIeYeHUs] OeCIUIOnMs y MalNeHTa,
UICHTU(QHULHMPOBAHHOTO KaK MALMEHT, HAXOMSIIUICS B Bo3pacTte < 34 JeT, rae KOMIIO3HMLUS
COIEPKHUT 103y, COCTABISIOMIYIO 12 MKI pEeKOMOMHAHTHOTO (HOJUTHKYJIOCTHMYJIUPYEOIIErO
ropmoHa (FSH) B neHp, wiu 103y, 3KBUBAJIEHTHYIO 3TOH n03e. Hanpumep, KOMITO3UIIUST MOKET
OBITh MpeqHa3HaueHa U BBEICHHS B J03aX, COCTABISIIOIUX 12 MKr pekomOuHanTHOro FSH
Kbl I€Hb WJIH, KaK MPABIIIO Peke, B SKBUBAJIEHTEe 36 MKT pekomOnHaHTHOTO FSH Kakabre
Tpu OHS (Hampumep, Aysl BBeneHus B nHU 1, 4, 7 u tak panee). Hampumep, xommosumus
npeaHa3HaYeHa Ui BBEIEHUS B 103€, cocTaBraonieil 12 mMxr pekomOnaanTHOro FSH B nens.

Takke TpenycMOTPEHBI CHOCOOBI JIeUeHHs OeCIUIOnus y HY)KOAOIIErocsi B 3TOM
nanueHTa (Harmpumep, WASHTU(ULIMPOBAHHOIO KaK MaleHT ¢ Oecruioguem) B Bo3pacte < 35
JeT, BKJIOYAIOLINE BBEJEHHE MALHeHTy PEKOMOMHAHTHOTO ()OJIHKYJIOCTHMYIJIHUPYIOIIErO
ropmona (rFSH) B nose, cocraBmsiromeii 12 mkxr pexkomObunantHoro FSH B nens, unm nose,
5KBUBAJICHTHOM 5TOM 7103€

Kak ormeueHo Bbllne, BBereHue pexoMmOmHaHTHoro FSH HaumnHaercst B mepBblil 1eHb
JIEUYEHUs] U MOKET MPOAOJDKATHCS B TE€UEHHE OT ABYX 10 ABaauaTu AHeil. Kak oTMeueHo Bblle,
7032 MOXXET ObITb OIMHAKOBOH Kaxplli neHb. OOHAKO M3MEHEHHe A03bl, HalpuMmep, B
3aBUCHMOCTH OT OTBETa SIMYHMKOB MAIMeHTa (HampuMep, B 3aBUCHMOCTH OT pOCTa
(boJUTUKYIJIOB, HAPUMEpP, KaK U3MEPEHO C TIOMOIIBIO YIIBTPAa3BYKOBOIO UCCIENOBaHMs), Oojee
BEPOSITHO.

Kak oTmedeHO BbIllle, PEeKOMOMHAHTHYIO KOMIO3WIMID Ha ocHoBe FSH (Hampumep,
(apManeBTHYECKYI0 KOMIO3HLIUIO) WM JIEKAPCTBEHHBIH Npenapar MOKHO BBOIHTBH IOCIE
NpEABAPUTEIBHOrO JIEUEHHs] TanueHTa (apyroi) ¢QapmManeBTH4ecKod  KOMIO3HMLHUEH,
Ha3bIBAa€MOW B JAaHHOM JOKYMEHTe "KOMIO3uIMeW A", KoTopas MOAaBisieT BBIPAOOTKY
SHAOT€HHOr0 MOHAJOTPONMHA 10 HS OAMH JiedueHus ¢ nomomsio FSH, Takoro xak crepoun,

aroruct GnRH, antaroruct GnRH u . .

Kak ormeueHo BbIlle, Kak MPaBUJIO, KOMIO3HLHUSA Ha OCHOBe pekomOuHaHTHOro FSH
(mampumep, papmaneBTHYECKAs KOMITO3ULMSA) HIIH JIEKAPCTBEHHBIN Mpernapar npeaHa3HaYeHbI
IUI BBEIEHUs 1O BBEAECHUs BbICOKON (OoByssiTopHOI) no3bl hCG (Hanmpumep, 4000-11000 ME

hCG, manpumep, 5000 ME hCG, 10000 ME hCG u T. 1 .; unu 150-500 MKr peKOMOHHAHTHOTO
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hCG, nanpumep, 250 wmkr pexkomOunHantHoro hCGQG) npns WHAYKIMHM OKOHYATENIbHOTO
co3peBaHus (PoOTMKYJIOB. B HEKOTOPBIX BapHaHTaxX OCYINECTBJIEHUsS CIIOCOOBI, ONMHCAHHBIE B
JAHHOM JOKYMEHTE, AOIOJHHUTEIbHO BKJIOYAIOT BBEAEHHE BBICOKOW (OBYJIATOPHON) MO3BI

4esioBeYeckoro xopuonundeckoro ronagorponuna (hCG).

Kak orMedeHo Bblme, JedeHHe OECIUIOOUST MOXKET JOIMOJHUTEIbHO BKIJIIOYATh
u3BJieueHue (Hampumep, cOop) OOLUTA(OOLKUTOB), OMJIOAOTBOPEeHHE (HANIPUMEpP, OCEMEHEHHE)
oonuTa(0OUMTOB), M oO0OecrneueHne OIUIOAOTBOPEHHBIM OOLIMTAM Pa3BUTHUS JIO CTaAHH
OnmacronmcTel. Kak oTMedeHO BbIlIe, JIeYeHHE OECTUIONUS MOXKET JOIMOJHUTEIBHO BKIIOYATH
OLIEHKY KadecTBa OJACTOIMCT M CBEXHH TNEePeHOC ONAcTOIMCT WM 3aMOpPaKUBAaHUE
OJIACTOLHCT JJIs TOCNIENYIOIIEro IIePeHoca.

Kak oTmeueHO BbIlIe, JEUEHHE MOMKET IOMOJIHUTEIBHO BKJIIOYATh HAOMIONEHUE W/MIH
KOHTPOJIb YPE3MEePHOro OTBeTA Ha jeueHue (Hanpumep, OHSS).

B nomonHUTENEHBIM aCHIEKTe MPENYCMOTPEHBI CITOCOOBI JISYEHNST OeCTIIONMs Y MallieHTa
B BOospacte < 34 jger W  KOMIO3ULMS, Copep)kamas  pPeKOMOWHAHTHBIH
dommukynoctumynupyromuii ropmon (FSH), nns nmpumeneHust mnis jedeHus: OeCruionusi y
nanyeHTa B Bo3pacTe < 34 JjeT, rae crocoObl BKJIIOYAIOT BBEACHHWE B HAYAIBHOW J03€,
cocraBysironeit 12 mkr, pekomOunantHoro FSH B neHb, 1 KOMIO3UIMs peqHa3HAYeHa IS
BBEICHUS B Ha4yaJlbHOH 103e, cocraBisoueil 12 mxr, pekomOunantHoro FSH B nens, rae
HAa4YaJIbHYIO 103y BBOAST B 110 MEHbLIEH Mepe AeHb | jedeHus (BKJIFOYas B 110 MEHbLIEH Mepe
neHb | ¥ neHb 2 JeueHus], BKIIFYasi B KaKAbIA U3 qHel 1-4 nedeHws ), rue HeoOs3aTebHO 103y
(1) yBemMUMBAIOT 3a CUET MEPBOrO MOLIArOBOrO yBenu4deHus 103kl oT 2 no 4 mkr rFSH
(sximouast 3 Mkr rFSH) B mro6oii nocneayromumii eHb JieueHust, W/iH (11) yMEHbIIAOT 33 CYeT
NIEPBOTO MOIIArOBOro yMeHblIeHus 10361 OT 2 10 4 Mxr rFSH (Bximouas 3 mxr rFSH) B mro0oii
MOCJEAYOLIUHN JEHDb JICUEHHUS.

Jl03y MOKHO TOANEP’KUBATh HA YPOBHE HAYAJIBbHOW JO3bI B TEYEHHE BCErO MEPHOAA
neuerns. OHAKO MU3MEHEHHUE J103bl, HAIPUMEP, B 3aBUCHMOCTH OT OTBETA SIMYHHUKOB MAIIMEHTA
(HampuMep, B 3aBHCHMOCTH OT pocCTa (POJUTMKYJIOB, HANPHUMEpP, KaK HU3MEPEHO C MOMOIIBIO
YJIBTPa3BYKOBOTO UCCIIEOBAHMs), 00JIee BEPOSATHO.

Criocob neuenust 6ecrIonns MOXKET BKJIFOYATh HAONIOIEHHE OTBETA SIMUHUKOB TALlUEHTa
Ha BBenenne rFSH (manpumep, HaOmoneHue pocta (GoONTMKYIOB, HAIPUMEpP, KaK U3MEPEHO C
MIOMOIIBIO YJIBTPA3BYKOBOTO uccienoBanus). Crocod jiedeHus: OECIionusi MOXKET BKJIFOUYATh
HaOJI0IeHNe OTBETa STMYHUKOB ManuenTa Ha seefeHne rFSH (Hanpumep, craguo HabmoneHus

pocTa (QoNIHKYJIOB, HApUMeEp, KaK U3MEPEHO C MOMOIIBIO YJIBTPAa3BYKOBOIO UCCIIEAOBAHUS)
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U, B 3aBUCUMOCTH OT pocTta (OJUTHKYJIOB (HAmpUMep, KaKk H3MEPEHO C MOMOIIBIO
yJIBTPA3ByKOBOTO HCCIIEAOBAHUS), YBEJIUYCHUE WU YMeHblieHue no3bl Ha 2-4 mkxr rFSH
(Bxmouast 3 Mxr rFSH). Cnoco0 nedeHus Oecriofusi MOXET BKJIIOYaTh HAONIOJIEHHE OTBETA
SIMYHUKOB MairenTa Ha BBeneHue rFSH (Hanpumep, craauio HaOMOneHus: pocta (OJUTHKYJIOB,
HampuMep, Kak H3MEpPEeHO C IOMOLIbK) YJIbTPa3BYKOBOTO HCCIEAOBAHUS) B OAMH WU
HECKOJIbKO JTHEH B T€UEHHUE BCEro Kypca JIeUeHHsI, HApUMeEp, B OUH WK Oojiee U3 AHS S, qHS
7, nust 9, must 11, qusa 13, gus 15, gast 17 u gas 19 neuenust. Crioco0 jeyeHust OeCIionust
MOJKET BKJIFOYATh HAOJIOEHHE OTBETA SIMYHMKOB mnanueHTta Ha BeBeneHue rFSH (Hampumep,
HabmroieHne pocta (HOJUTUKYJIOB, HAMPUMEP, KaK M3MEPEHO C MOMOIIBI) YJIbTPAa3BYKOBOI'O
WCCJIEZIOBAHNS) B OJUH WJIM HECKOJIbKO JTHEH B TeUEHHE BCEro Kypca JIeUeHUs, Halmpumep, B
ONUH uiu Oonee U3 aHs S5, aus 7, nua 9, nust 11, nus 13, qus 15, aas 17 v qas 19 nedeHus u, B
3aBUCHUMOCTH OT pocTa (HOJUTUKYJIOB (HATIPUMEp, KaK U3MEPEHO C TIOMOIIBIO YJIbTPa3ByKOBOTO
WCCJICZIOBAHMS), YBEJIUYCHIE WU YMeHbleHrne 1o3bl Ha 2-4 Mk rFSH (Bkitouas 3 mxr rFSH).
To ecTh, 103y MOKHO YBEJHYHMBATh WJIH YMEHBINATh B 3aBUCUMOCTH OT pocTa (POJUTHKYJIOB B
OIIMH WJIM HECKOJIbKO JTHEH B T€UEHHe BCEro Kypca JICUeHUs, HalpuMep,B ONUH Win Oojiee u3
nusi S, nHs 7, quaa 9, nust 11, nus 13, gust 15, qus 17 v qua 19 nevenus.

J103y MOXHO YBEJIUYMBATH MOLIATOBO B XOJ€ JIEYEHUs, MOLIArOBO YMEHbIIATh B XOJ€
JICUCHUS] WJIM U3MEHSTh B XO/€ JICUCHHS 3a CUET KaK MOLIArOBBIX YBEJIMYEHUM JO03bI, TaK U
MOIIArOBbIX YMEHbIIEHUHN 103bl. Kak mpaBuio, yBennueHUs 103bl OCYIIECTBISIOTCS HE Yallle,
4YeM pa3 B 2 AHs, TO €CTh BTOPOE MOILIAroBOE YBEJIUYEHUE 103bl HE OCYIIECTBIISIETCS 10 TOTO,
MOKa HEe MPOHAET MO MEHbLIEH Mepe ABa AHsS MOCJE NMEPBOro MOLIATOBOrO YBEINYEHUS 1035
JTO MOCIEAOBATENIbHOE YBEJIUYCHUE MpeAcTaBisier co0oii Oe30MmacHbIi MOAXO0 U MO3BOJISIET
JieqaleMy Bpady OLICHHBATh OTBET SMYHUKOB HA JAHHBIH YPOBEHBb O3Bl MEPEN BO3MOKHBIM
yBenuyeHrneM a03bl. CHIDKEHHE 103bl MOXKHO OCYIIECTBIISITH KaKIbli AeHb. Hampumep,
JieHalnii Bpa4 MOXKET YMEHBIIATh 03y M CYyOBEeKTOB ¢ pOCTOM (DOJUTUKYJIOB, YKa3biBasi HA
TO, YTO CHIDKEHHUE JA03bI OYIeT MOAXOMSIINM KypCoM nelcTBui. Jlo3a MoxkeT ObITh yBeTHYEHA
OO0 MaKCUMaJIbHOW CyTOYHOH 103bl, cocrtaBisitomet 24 mkr rFSH, unm ymenpineHa no
MHUHHUMAaJIbHOI CYyTOYHOMN A03bl, cocTaBJisitolieit 6 Mxr rFSH.

Takum oOpaszoM, mepBoe MoIIaroBoe ysenudeHrne no3el ot 2 1o 4 mkr FSH (Bxrouas 3
MKr rFSH) mosker ObITh (a) ¢ MOCIEAYIOIIMM JOIMOJHUTENbHBIM IOIIATOBbIM YBEJIHUYEHUEM
no3el oT 2 no 4 mkr rFSH (Bkmouas 3 mkr rFSH) uepe3 mo meHblnell Mepe ABa AHS MOCTE
MPEIBITYIIEro MOMIaroBOro yBeIUYeHHs 103bl; 1/wmn (b) ¢ MOCIeayIOIUM IO MEHbIIeH Mepe
OJTHIM TIOIIAaroBbIM YMeHbIIEeHHeM 1103kl OT 2 110 4 Mkr rFSH (Bkmouast 3 mxr FSH) gepes no

MEHbLIEH Mepe OIWH J€Hb IOCJE MPEIbIAYIIEro IMOLIaroBOro yBeIudeHHus: n03bl IlepBoe
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nomraropoe ymeHbieHue 103bl ot 2 10 4 mxr rFSH (Bxurouas 3 mxr rFSH) mosker ObITh () ©
MOCJIEAYIOLIMM IOLIAroBbIM yBenudeHueM 103bl ot 2 1o 4 mkr rFSH (Bxurouast 3 mxr rFSH)
yepe3 MO MEHbLIeH Mepe OAMH A€Hb WM MO MEHbILIEH Mepe N1Ba AHs MOCJe NPEAblayLIero
NOIIArOBOr'O YMEHBIIEHUs! 103, W/niH (b) ¢ mocneayrImuM JONOTHUTEbHBIM YMEHBIIEHHEM
no3el ot 2 1o 4 mxr rFSH (Bxmouast 3 mxr rFSH) nmo menblueii Mepe depe3 OJUH A€Hb MOCIE
MPEIbIAYIIEro YMEHbIIECHHS 103bL.

Cnenyer mpuHMMaTh BO BHUMAaHHUE, YTO OTOT acCleKT MpenyCMaTpUBAaeT, Harpumep,
HAYaJIbHYIO 103y, cocTaBisiromyro 12 Mkr pekomObunantTHoro FSH B neHb ¢ nHs 1 jedeHus mo
IeHb 4 JedeHus], IPU 3TOM /1032 YBEJINYUBAETCS B CIENVIOLINE JHHU JIEYeHUs Ha M0 MEHbIIeH
Mmepe onuH mar, Hanpumep, oT 3 Mkr rFSH no 15 mxr rFSH (manpumep, B neHs S wmm 6).
o3y, coctapnsromyo 15 mxr rFSH, MoxHO mpoAokaTh IPUMEHSTh O KOHLIA JISUEHUs], WIN
MOTYT UMETb MeCTO 1-3 AOMONHUTENbHBIX MOIIArOBbIX YBEINUEHUS A03bl Ha, HAIPUMED, 3 MKT
rFSH (manpumep, no 18 mkr; no 18 mkr u 3atem o 21 mkr rFSH; umu no 18 mkr, 1o 21 Mkr u
3aTeM 10 MaKCUMAaJIbHOM 103bl, coctaBistomeit 24 Mxr tFSH), mpu 3ToM kaknoe momrarosoe
yBEJIMUYEHHE JIO3bl OCYIIECTBISAETCS Uepe3 MO MeHbIeld Mepe ABa JHsS MOcCje MpeabliyIliero
NOLIATOBOTO YBEJIMYEHUsS A03bl, MK 1032 BapbUPYETCs KaK 3a CYET MOIIArOBbIX yBEIMYEHUN
7I03bl, TAK U 3a CYET IOLIAroBbIX YMEHBLIEHUI NO3BLIPU 3TOM KaXKA0€ C COOTBETCTBYIOLIUM
MHTEPBAJIOM I10CJIE TPEABIYLIETO MOMIArOBOr0 U3MEHEHHUS A03bI, YTO MOXKET OBITh ONPaBIaHO
C y4YeTOM OTBETa SIMYHHKOB IMALMEHTa, Kak oOcyxmaercss Bbime. CxomHbIM 00pa3om
YMEHBIIEHHEe HaudalbHOHN 103kl Ha, Hanpumep, oT 3 Mkr rFSH no 9 mxr rFSH (manpumep, B
AeHb 5 unu 6), MOXKHO MPOAOJIKATH A0 KOHL@A JIEUEHUs, WIH MOXET HUMETb MECTO OJIHO
JOTOJTHUTEIBHOE TMOIIArOBOe CHIDKEHHME A03bl, Hanpumep, Ha 3 Mkr FSH (Hampumep, no
MHUHUMAJIbHOH 103bI, cocTapisitomeii 6 Mkr rFSH), npu 3ToM Kaxnoe molaroBoe yMeHbIIEeHHe
JI03bl OCYLIECTBJIIETCS Yepe3 110 MEHbIIeH Mepe OANH JIeHb M0CJe MPeAbIAyLIero MomaroBoro
yYMEHbBILIEHUS 103bl, WK 7032 BapbUPYETCs KaK 3a CUET IMOIIAroBbIX yYBEJIMYEHHUI J03bl, TaK U
MOLIATOBBIX YMEHBIIEHUN O3bL, MPU 3TOM KaXXJ10€ C COOTBETCTBYIOIIMM HHTEPBAJIOM IIOCIE
NPEABIAYINETrO MOLIArOBOr0 U3MEHEHHUs A03bI, YTO MOXKET ObITh OMPABIAAHO C YUYETOM OTBETA
SUYHUKOB TIALIMEHTa, Kak OOCY)KOAaeTcss BBIIE. JTOT AacleKT HACTOSIIEro H300peTeHUs
obecrieunBaeT crocod GezomacHoro namMeHenus 1036l FSH Ha ocHOBaHMM OTBETa MaLyeHTa.

Kax u B mepBOoM acrnekTe, pacCMOTPEHHOM BbIIlIe, JIeYEHHE B COOTBETCTBUU C 3TUM
aCIIeKTOM MOJKET JOMNOJHHUTENBbHO BKJIKOYATh BBENEHHE BBICOKOW (OBYJSITOPHOH) O3B
yenoBedeckoro xopuonudeckoro ronagorponnHa (hCG) u HeoOs3aTenbHO W3BIIEUEHUE
(mammpumep, cOop) oouMTa(OOLUTOB), OIUIOAOTBOpPEHHE (HAMpPUMeEp, OCEeMEHEHHE)

0o0oLUTa(OOLMTOB), oO0ecreurnBas OIUIOAOTBOPEHHBIM OOLMTaM pas3BUTHE 1O CTaguu
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OJaCTOLMCTBI, JOMOJNHHUTENBHO HEeOoOsA3aTebHO OLIGHKY KayecTBa OJACTOLMCT M MEPEeHOC
cBeXel(cBexnx)  OmacTouuCThI(ONIACTOLMCT) WM 3aMOpakUBaHWe  ONACTOLUCT ISt
HOCJIEAYIOLIEro MepeHoca. JIOMOMHUTENbHO WM B KaueCTBE aJIbTEPHATUBBI, JEYCHUE MOXKET
JOMOJIHUTEIBHO BKIIFOYATh HAOJIOAEHHE W/WIM KOHTPOJb YPe3MEPHOrO OTBETa Ha JICUeHHE
(manpumep, OHSS).

Komnosuumn Ha ocHoBe pekombunanTtHbix FSH u rFSH

Kak oTmeuanoch BbIle, B OMHUCAHHBIX B JAHHOM JOKYMEHTE CIOCO0aX M KOMITO3HILIMSX
ucnionbdyercss  pekomOunanTHbii FSH (rFSH). FSH comepxkur anbda-cyOpenunuimy,
coCTOsALyK0 U3 92 AaMHHOKHCIOT, KOTOpas TaKXke sBIsieTcs OOmed s  Apyrux
TJIMKOTIPOTENMHOBBIX TOPMOHOB, TakuxX kak LH u xopuonnyeckuii ronaporpornus (CG), u Gera-
cyObenunuLy, cocrosmyr u3 111 ammuHokucnor, yHuKanbHyto st FSH, kotopast mpumaer
ouosornueckyro creuuduanocts ropmony (Pierce and Parsons, 1981). Kaxknas cyobenununa
MOCTTPAHCISIIHOHHO  MOIU(MUIIUPYETCS] MOCPEACTBOM JNOOABIEHUST OCTATKOB  CJIOXHBIX
yraesonoB. O0e cyObenuHULBI HeCyT 2 caiita npucoenquHeHns N-CBI3aHHOTO TNIMKaHa, anbda-
cyObeaMHHULYY, MPOCTUPAIOINYIOCS B TpeAesax aMUHOKHCIOT 52 u 78, u Oera-cyOpenuHHLy,
NPOCTUPAOILIYIOCS B TNpeAesax aMHUHOKHCIOTHBIX ocTatkoB 7 u 24 (Rathnam and Saxena,
1975, Saxena and Rathnam, 1976). Takum obpasom, FSH riukosunmpyercs mo
npubnusutensHo 30% no macce (Dias and Van Roey. 2001. Fox ef al. 2001).

I'mukosunupoBanue npoaykroB Ha ocHose rFSH orpaikaer psia ramko3umnrpaHcdepas,
NPUCYTCTBYIOIIMX B JIMHUM KJIETOK-X03sieB. KOMMepueckn NOCTyIHbIE NMPOAYKThl Ha OCHOBE
rFSH, nonyudeHHble U3 CKOHCTpyupoBaHHBIX KjaeTrok CHO, umeror Gosee orpaHHYEHHBIN
auanasoH Moaudukanui MIMKaHOB, YeM MPOayKThl Ha ocHoBe rTFSH, koTopble BCTpedaroTcs B
HATypaJIbHBIX MpOAyKTax. [IpuMepbl NOHUKEHHOW reTePOreHHOCTH TJIMKAHOB, OOHAPY KEHHOM
B rFSH, mnonyuennom wu3 kinerok CHO, BkIHOYAOT OTCYTCTBHE AMXOTOMHYECKH
Pa3BETBIICHHOTO TJIFOKO3aMHHA U TOHWXKEHHOE CconepkaHue (PyKO3WIMpOBaHUS siapa |
ynauaeHuil auetmniakrodamuaa (Hard ef al., 1990). Kpome Toro, kinerku CHO crnocoGHBI
no0aBIsATh CHUANOBYIO KHCIOTY TOJBKO ¢ mpumeHeHueMm 02,3-ceszu (Kagawa er al, 1988,
Takeuchi ef al, 1988, Svensson et al., 1990); npu stom rFSH, mony4yenssiii u3 knerok CHO,
COIEPIKUT TOJNBKO 02,3-CBSI3aHHYIO CHAJIOBYIO KHCIOTY U HE COINEPKHUT 02,0-CBA3aHHYIO
cuayioByto kuciory. Takxum obpasom, rFSH, monyuennsnii u3 kinerok CHO, otnngaercs ot
ecrectBeHHOro  mnpoayuupyemoro  FSH  (mampumep,  uenoBeweckoro FSH — m3
runodu3a/cbIBOPOTKH KPOBH/MOYH), KOTOPBIH CONEPKUT TINIMKAHBI CO CMeChio 02,3- u 02,6-

CBSI3aHHBIX CHAJIOBBIX KHCJIOT C MpeodJialaHueM NepBOH.
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Kak ormedeHO BbIle, aBTOpaMHM HACTOSIIEro uzoOpereHus Obul paspaboran rFSH,
NOJIyYeHHBI U3 JIMHUU KJIETOK YeJIOBEKAa, KOTOPBIH SBISETCA MPEAMETOM MEXIyHApOAHOMN
nateHTHol 3asiBku Ne PCT/GB2009/000978, omybnukoBannoit kak WQO2009/127826A, a
takoke onodpeH EC xkaxk REVOKELLE® (¢onmurponuu nenpra, Takke u3BecTHbI kak FE
999049). PexomOunantubili FSH co cMechio kak 02,3-, Tak U 02,0-CBSI3aHHBIX CHAJIOBBIX
KUCJIOT OB TOJyYeH TOCPEACTBOM KOHCTPYMPOBAHUS JIMHUM KJIETOK YeJOBEKa ISt
skcnpeccun kak  tFSH, Tak wu  o2,3-cmanmntpaHcdepasbl.  AMHHOKHCIIOTHAs
NOCJIEIOBATENLHOCTh peKoMOnHanTHOro FSH, mosjydeHHOro W3 JMHMM KJIETOK YeJOBEKa,
KOTOpasi SIBJSIETCS MPEAMETOM MEXIyHapoaHoOW nareHTHou 3asBku Ne PCT/GB2009/000978,
onyOnukoBaHHOW kak WO2009/127826A (mampumep, FE 999049), sBnsercs HaTHBHOM
NOCJIEIOBATENbHOCTEIO  yenoBedeckoro FSH, HO mpoaykr Xxapakrepusyercs JIpyrum
NaTTePHOM IJIMKO3WJIMPOBAHMA. DKCIPECCUPYEMBbIH MPOAYKT MPOSIBIISIET CUJIbHBIE KUCIOTHBIE
CBOWCTBA U COJAEPIKUT CMECh Kak 02,3-, Tak U 0.2,0-CBA3aHHBIX CHAJIOBBIX KUCJOT, MOCIECIHNE
00pa3yroTcs 3a CUET SHAOTCHHON cuanuiTpanchepasHoil akTHBHOCTH. bbuto oOHapykeHo, 4To
THUI CBSI3U CHAJIOBOM KHUCJIOTHI, ¢2,3- uinu 02,6-, MOXKET OKa3biBaThb CHUJIbHOE BJIMSHUE Ha
ouonornueckuii knupenc FSH. Takum obpasom, REVOKELLE® (wampumep, FE 999049)
MOXeT ObIThb Oojiee OMONIOrMYECKM NOAXONAIINM IO CPAaBHEHHIO C PEKOMOWHAHTHBIMU
MPOAYKTaMH, Mody4deHHbIMU W3 JuHuM kjerok CHO, koropsle comep:kaT TOJIbKO 02,3-
cBsizaHHyIO cuanoByro kucnory (Kagawa ef al, 1988, Takeuchi ef al, 1988, Svensson et al.,
1990) u xapaxkTepH3yOTCs OHIKEHHBIM cofepakanueM cuanoBoil kucnotel (Ulloa-Aguirre ef
al. 1995., Andersen et al. 2004).

Takum obpazom, pekomOuHaHTHBINH FSH, mpumeHsieMblli B COOTBETCTBUU CO CIIOCOOAMU
U KOMIIO3ULIMSMHU, OIHUCAaHHBIMH B JAaHHOM JOKYMEHTE, MOXHO TONy4YaTb WU
SKCIIPECCUPOBATh B JIMHUU KJIETOK YEJIOBEKAa, TaKOW Kak JIMHUS KJIETOK PER.C6".
PexomOunanTHbIi FSH MOKHO MOJIyYaTh MM 3KCIPECCUPOBATH B JIMHUU KIIETOK PER.C6",
MOJIyY€HHON U3 JIMHUU KIIETOK PER.C6”, i B MOAU(DHUIMPOBAHHON JIMHUHU KJIETOK PER.C6".
PexomOunantHeiii FSH, koTOpeIfi mpomyuupyercs Wid 3KCHPECCHPYETCsl B JMHHUU KJIIETOK
PER.C6", Oymer conmep:kaTb HEKOTOpbIe 02,0-CBS3aHHBIE CHAJIOBBIE KHUCIOTHI (02,6
CHATMPOBaHKE), 00pa3yeMble 3a CUET SHAOTEHHON cHaIuiaTpaHc(epasHol aKTUBHOCTH (JIMHUU
KJIETOK), ¥ OyZIeT ConepsKaTh HEKOTOPOE KOJMUYECTBO 02,3 -CBSI3aHHBIX CHAJIOBBIX KUCIOT (02,3-
CHATMPOBAHKE), OOpa3yOIIUXCA 3a CYET HHIOTEHHOW cuanmmiTpaHcepasHOH aKTUBHOCTH.
JIMHUIO KJIETOK MOKHO MOAM(ULIMPOBATH C MPUMEHEHHeM 02,3 -craiunTpaHcdepasbl. JIMHUO
KJIETOK MOXXHO MOJU(HUIIMPOBATE C MPUMEHEHUEM 0.2,6-cuanunrpaHcdepasbl. JJONOTHUTEIBHO

WIN B KAa4eCTBE aJbTEpHATHBBI, pekoMOnMHaHTHBIH FSH moxer comepkarh 02,6-CBsI3aHHbIE
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CHAJIOBBIE  KUCIOTHI  (02,0-cHanupoBaHHe), OOpa3yromuecss 3a CuYeT OHIOTEeHHOU
cuanuiTpaHcpepasHoO aKTUBHOCTH (JMHUM KJIETOK). B [aHHOM JOKyMEHTE TepMHH
"pexomOuHanTHbIM FSH yenosedeckoro mpoucxoxaeHus" o3Hauaer pekomOuHaHTHbIM FSH,
KOTOPBIM TNPOAYLHUPYETCS WIN 3KCIPECCUPYETCsl B JIMHUU KJIETOK ueloBeka (Harpumep,
pexomOunHanTHbI FSH, mnonydeHHBIIT HOCPENCTBOM KOHCTPYMPOBAHHS JIMHUU KJIETOK

YeJIOBEKA).

PexomOunantHblii FSH, nmpuMeHsieMblil B OMMCAHHBIX B TAHHOM JOKYMEHTE CIocobax u
KOMIIO3UIIMSIX, MOXeT BKJIOUaTh 02,3- u o2,0-cuanuposanue. PekomOunantHbiii FSH mst
NPUMEHEHHUS N0 HACTOSIEMY H300pPETeHHI0 MOXKeT BKIo4arh 1-99% 02,3-crmanupoBaHust OT
obmero cuamupoBanusi. PexomOuHanTHRIE FSH 1 npumeHeHMs 1o  HacTosimemy
U300pEeTEHNI0 MOXKET BKIOYaTh 1-99% 02,6-cuanupoBaHusi OT OOINEro CHAIHPOBAHUS.
PexomOunantabi FSH moxer Bkmrodatrs 1-50% ot obmero cuaiupoBaHusi B BHIE 02, 6-
cuanmupoBanus U 50-99% ot olmero cuanupoBanus B Buze 2,3-cuanuposanusi. Hanpumep, 80-
95%, Hanpumep, 80-90%, Hanpumep, 82-89%, nanpumep, 85-89% ot obuiero cuanmupoBaHus
MOJKET COCTaBJIATh 02,3-cuanuposanue. Hanpumep, 5-20%, nanpumep, 10-20%, nHanpumep,
11-18%, wampumep, 11-15% or oO0mero cuamTupoBaHUS MOXKET COCTaBISATH (2,6-
cuanupoBanue. B omHoM mnpumepe pexomOuHaHTHbIE FSH Brmouaer 5-20% ot obmero
CHamupoBaHus B BHAe 02,6-cuanupoBaHus u 80-95% olmero cuanupoBaHus B Buae 2,3-
cuanupoBanus. B apyrom mpumepe pexomOunanTHbIi FSH Briowaer 50-80% ot oOmero
cHaMpoBaHusi B BUne 02,6-cuanupoBanus u 20-50% ot obmero cuamupoBaHus B Buue 2,3-
CHUAJIMPOBAHUSL.

B nmanHOM nmokymeHTe moj "cuamupoBaHHEM' MOAPA3YMEBAETCS KOJMYECTBO CHAIOBBIX
OCTaTKOB, NPUCYTCTBYIOLIUX B YIJIEBOAHBIX CTPyKTypax pekomOunantaoro FSH. B
COOTBETCTBUM C TMPUMEHEHUEM B NaHHOW OO0JACTU TEXHUKH, 02,3-CHAJTUPOBAHUE O3HAYAET
CHUAJIUPOBAHUE B MOJOKEHUU 2,3, a 02,6 CHATMPOBAHUE O3HAYAET CUAJIMPOBAHUE B MOJOKEHUU
2,6. Takum obpa3om, "% OT 00IIEro CUaJMPOBAHUS MOMKET COCTaBISATh 0.2,3-CHalupoBaHue"
OTHOCUTCSI K % OT OOINEero KOJMYECTBa OCTATKOB CHAJIOBOM KHCIOTBI, MPUCYTCTBYIOIIHX B
FSH (umn hCG), xoropele cuanmmpoBaHbl B mnosnokeHun 2,3. Tepmur "% ot obwmero
CHAJTMPOBAHUSI MOXKET COCTaBITH 02,0-cHanupoBaHue” oTHocuTcss K % oT ofmero
KOJINYECTBA OCTAaTKOB CHasoBOH kucioTel, mpucyrctByrommnx B FSH (mm hCG), xoropeie
CHUAJIUPOBAHBI B MOJIOKEHUHU 2,6.

Bo Bcex acnexkrax rFSH mosker mpucyTcTBOBaTh B BUAE OAHON M30(OPMBI WM B BHUIE

cmecu u30(opm.
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Komnosunuss Moker mpencraBiATh coOOW  (papManeBTUUECKYH0  KOMIIO3ULIHIO.
dapmaneBTHUECKas KOMIIO3MIMA TpenHa3HaueHa i JiedeHus Oecrutopus. Jleuenue
Oecrutonusa  Mmoker  Bkuouath  npuMmeHeHne COS  nepen  npumenenuem  ART.
dapMalLeBTUYECKasT KOMIIO3ULMS MOMKET TIPUMEHAThCS, HampuMep, MO MEJULUHCKUM
NOKa3aHUsM, Tie NMPUMEHSIOTCS M3BECTHBbIE mpemnapaTel Ha ocHoBe FSH, B coorBercTBHM C

PaCKpbITbIMU B JAHHOM OOKYMEHTEC criocobamMu MPOTOKOJIaMU JICUECHUA

PexomOunanTHbil FSH, koMnosunus win papManeBTudeckasi KOMIO3ULIUS MOTYT OBITh
COCTaBJIEHbl B BHIE IIHPOKO M3BECTHBIX KOMIIO3UIUN IJIsi JIFOOOro MYTH BBEACHHUS
JIEKapCTBEHHOTO CpEACTBA, HANpUMEp IepopajbHOro, PEKTaJIbHOIO, MapeHTEPabHOrO,
TPAHCAEPMAIIBHOTO (HAPUMeEp, TEXHOJIOTHSI TUIACTHIPS), BHYTPHUBEHHOTO, BHYTPUMBILIEYHOTO,
NOAKOXKHOrO  (Hampumep,  ANsl  TNOAKOXKHOM — MHBEKIUH),  HUHTPALHCTEPHAIBHOTO,
MHTPAaBaruHAJIbHOTO, BHYTPUOPIOIIMHHOTO, MECTHOTO (TIOPOIIKH, Ma3H MJIM KaIlJIf) WIN B BUIE
cripest sl TPAaHCOYKKAJIBHOTO UM HA3aJbHOTO BBEACHMS. THNMHUYHAS KOMIO3HULUS COINEPIKUT
dapManeBTUYECKH TPHEMJIEMbIII HOCHTENb, TaKOW KaK BOAHBIA pacTBOP, HETOKCHUYHBIC
BCIIOMOTATEJIbHBIE BEIIECTBA, BKIJIIOYAsI COJIM U KOHCEPBAHTHI, Oy(eprl U T. 1., KaK ONMUCAHO B
nsaTHaanaroM u3naHuu Remington's Pharmaceutical Sciences (Matt Publishing Company,
1975) na crpanmnuax 1405-1412 u 1461-87 u, cpean mpodero, B YETHIPHAILATOM H3aHUH
HaiioHapHOTO Gopmysipa XIV (Amepukanckas ¢apmauesruyeckas accoruanus, 1975)
Hanpumep, pekomOunanTHbiil FSH, komnosunus nmm ¢papManeBTuueckass KOMIO3HIMST MOTYT
ObITb COCTaBNIEHBI Il BBENEHUsS IyT€M HHBEKIMM, HANpuUMep, Ui BBEACHUS IIyTeM
MOJAKOKHONU MHBEKIIUH.

[Tpumepbl TNOAXOAALIMX BOAHBIX M HEBOAHBIX (hapMALEBTHUECKUX HOCHTENEH,
pa3baBuTeneli, pacTBOpUTENEH WIM CpPeN-HOCHTENeH BKIIIOYAIOT BOAY, OSTAHOJ, MOJIUOJBI
(Takue KaK [JIMLIEPUH, MIPONUJICHTJIUKOJIb, MOJIUATUIIEHJIUKOJIb U T .IL),
KapOOKCHMETIIILIEIUTFOIO3y M HX TOAXOIAIINE CMECH, PACTUTENbHblE Macia (Takue Kak
OJIMBKOBOE MAcJI0) M BBOAUMbBIE MyTeM UHBEKLUH OPTraHUMYECKHE CIIOKHBbIE S(UPBI, TAKUE KaK
STUJIONEAT.

Komnosuumn no HacTtosimeMy H300pETEHHI0 MOTYT TakKe COnIepKaTh NOOAaBKH, TAKHE
Kak Oe3 OrpaHMYEHUs] KOHCEPBAHTBI, CMAYUBAIOIINE CPENCTBA, 3MYJbHPYIOIHUE CPENCTBA,
MOBEPXHOCTHO-aKTHBHBIE BEINECTBA W TUCHEPTUPYIOIIHNE CpencTBa. AHTHOAKTEpUAbHBIE U
NPOTUBOTPHOKOBBIE CPENCTBA MOTYT OBbITh BKJFOUEHBI JJs1 MPENOTBPALIEHHs pOCTa
MHUKPOOPTaHMU3MOB U BKJIFOYAIOT, HANpUMep, M-Kpe3oJ, OEH3WJIOBBIA CrupT, mnapadeH,

xjopOyTanoi, GeHon, COpOMHOBYIO KUCIIOTY U TOMY moaoOHoe. Eciu BKIIIOUEH KOHCEPBAHT,
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TO OEH3UJIOBBIM CHHPT, (EHON W/HIU M-KPe30J SBISIOTCS NPEATOYTUTENbHBIMU, OIHAKO
KOHCEPBAHT HUKOMM 00pa3oM HE OrpaHWYMBAETCS 3THUMU NpUMepaMu. bomee Toro, mosker
noTpe0OBaThCsl BKJIFOUYEHHE W30TOHMYECKUX CPEACTB, TAKUX KaK caxapa, XJOpUI HaTpus,
AMHHOKHCJIOTBI U TOMY MOOOHOE.

Hampumep, kxomMmo3umusi WM JIEKapCTBEHHBI  IIpemapar MOIYT  COAEpKaThb
pexomOuHanTHbIM FSH 1 oguH mau Heckonbko u3 nosmcopoOara 20, L-meTnoHuHa, GpeHona u
TUAPOXJIOpUAa apruHuHA. Takas KOMIO3HMIUS MOXKET OBITh COCTaBJIEHA JJIs BBEAEHHS IMyTeM
UHBEKINH, HAIpUMep, [JIs1 BBEACHUsS MyTeM MOAKOKHON nHbekuuu. Hanpumep, koMmosuus
WM JIEKApPCTBEHHBIN Mpenapar MoryT npeacrasisiTe codoit coctaB REKOVELLE® (rFSH co
BCTIOMOTATEJIbHBIMH BELIECTBAMH, MPEACTABISIOMMMU CcOO0OH ¢enon, mommcopbdbar 20, L-
METHOHUWH, JeKaruapar cynbdara HaTpusi, momekaruapar auHatpus (ocdara, dhochopHyro
KHUCJIOTY [KOHIIEHTPUPOBAHHYIO, [UIsi noBeneHus: pH]|, runpokcua Hatpus [ans gosenenust pH]|
Y BOAY JUUISI HHBEKIIH).

CocraBel 15 BBEJAEHUS IyT€M MHBEKIUM MOXKHO CTEPHIM30BaTh, HaNpUMeED,
nocpencTsoM (UIbTpalUU 4epe3 (UIBTP, 3aAePXKUBAIOIIUN OaKkTepHH, WIH TOCPEICTBOM
BKJIFOUEHHUS CTEPUIIM3YIOLINX CPEACTB B (POPME CTEPHIIbHBIX TBEPIABIX KOMITO3ULIMH, KOTOPBIE
MO>KHO pacTBOPSITh WJIM AMCIEPTUPOBATh B CTEPUIIBHON BOJE WM APYroOi CTEpUIIbHON cpere
1N BBENEHUs INyTeM MHBEKLMU HENMOCPEACTBEHHO mepen npumeHeHueMm. Ilpenapatsl nms
BBEJICHUS IyTEM MWHBEKIUM MOTYT IOCTAaBJIATLCA B JIIOOOM MOIXOASIIEM KOHTEHHEpE,
Harpumep, (yakoHe, MPEABAPUTENHFHO 3ANIOJHEHHOM IINPHLE, KAPTPUIKAX I UHbEKLUH U
TOMY MOIOOHOM.

PexomOunanThbiii FSH, KkKoMmo3umusi WM JIeKapCTBEHHOE CPEICTBO MOTYT OBbITh
COCTaBJI€Hbl I OJHOKPAaTHOIO TMPUMEHEHMs] WU JAJi MHOTOKPAaTHOTO IPHUMEHEHUs
(mHOTOKpaTHast no3a). Ecaum pekomOuHanTHbIE FSH, KOMMOO3WIMS WM JieKapCTBEHHBIH
npenapar COCTaBJICHbI i1 MHOTOKPaTHOIO IPUMEHEHHUs], KaK MPaBUIIO, BKJIIOYAETCs OAUH WU
HECKOJIBKO KOHCEPBAaHTOB. EciM BKIIIOUEH KOHCEPBAHT, TO OSH3WJIOBBIN CIIUPT, (EHON WIH M-
KPe30J SIBJISIFOTCS TPEANOYTHTEIbHBIMH, OJHAKO KOHCEPBAHT HHKOUM 00pa3oM He
OTpaHUYMBAETCSl 3TUMM npuMepamu. Kommo3uumsi wiM  JIeKapCTBEHHBIN Ipenapar,
COCTaBJIEHHbIE Il OJJHOKPATHOI'O MJIM MHOIOKPAaTHOTO INPUMEHEHHUs, MOTYT JOIOJHUTEIbHO
cofiepyKaTh aMUHOKHUCIOTY WJIM KOMOWHALMIO aMHHOKUCIIOT. Kak mpaBmiio, aMHHOKHCIIOTA
NpeACTaBisieT cCOOOW apruHUH, HampuMmep, NOOABIEHHBI B BHIE aprMHUHA WU, Ooiee
TUMUYHO, TUAPOXJIOPUAA APTUHUHA.

PexomOunantueiii FSH, kxoMmmosummst uinm JekapCTBEHHBIN Inpemapar MOTryT ObITbh

BKJIFOUEHbl B KOHTEWHEp, TakoH Kak (pJIakoH, NpenBapUTENbHO 3arlONHEHHBIH KapTPUIDK
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(HampuMep, UISI OMHOKPATHOTO BBEJEHHS WJIM MHOTOKPATHOTO IPUMEHEHUsI) W YCTPOHCTBO
Il UHBEKLIUH, Takoe Kak "pydka", HanpuMep, 11 BBEACHUS HECKOJIBbKUX J103.

PexomOunantubeii FSH, komnosuius wimm ¢apmareBTHyeckass KOMIIO3ULMS MOTYT
NpPEACTaBJsITh COOOWM cocTaB (HAampUMep, COCTAaB Ui BBEIACHUS IyTeM HWHBEKIHH),
conepkarmii rFSH.

PekomOunanthbiii  FSH, komMnosumusi wWiM  JIeKapCTBEHHBIH  MpemapaT MOTYT
MIOCTABJIATHCS B JTI000H moaxosiel ynakoBke. Hanpumep, KOMIO3MLINS WM JIEKAPCTBEHHBIH
npenapaT MOTYT COIEp’KaTh Psii KOHTEHHEpPOB (HANpPHUMEp, MPEABAPUTENHHO 3aIOJIHEHHBIX
mmnpuueB win  (uakoHoB), copepkammx FSH. Ilnpuner wim  ¢uakoHsl Moryt ObITh
yIaKOBaHbI B OJIUCTEPHYIO YIAKOBKY HJIM APYTHE CPEACTBA JUIS MOAAEPIKAHUS CTEPUIIBHOCTH.
JlroOasi KOMIO3MLIMS MM JIGKAPCTBEHHBIH MpermapaT MOTYyT HeoOs3aTeIbHO CONEepIKaTh
MHCTPYKILMH 110 IPUMEHEHHUIO cocTaBa Ha ocHoBe FSH.

3nayenne pH ¥ TOYHAas KOHIEHTpaLUs Pa3IMYHBIX KOMIIOHEHTOB (hapMaleBTHUECKOi
KOMITO3ULIMH PETYJIUPYIOTCSI B COOTBETCTBUH C OOBIYHOM MPAKTHKON B 3TOH 00JACTH TEXHUKHU.
Cm. GOODMAN and GILMAN's THE PHARMACOLOGICAL BASIS FOR
THERAPEUTICES, 7" ed. B tumuusoM BapUaHTE OCYLIECTBIeHHUs pekoMOuHaHTHbIN FSH,
KOMIIO3ULMSI WM JIEKAPCTBEHHBIN IIpenapaT MOCTaBIATCA B BUAE KOMIIO3ULIUN IS
napeHTepainbHoro BBeneHus. OOime crocoObl MONYyYeHHs COCTaBOB ISl MApEHTEPaJbHOTO
BBEJICHUs U3BeCTHBI U3 ypoBHA TexHUkU U onucanbl B REMINGTON; THE SCIENCE AND
PRACTICE OF PHARMACY, Bbime, Ha crpanunax 780-820. Komnosumum s
NapEHTEPAJbHOTO BBEIECHUS MOTYT MOCTABJIATBCA B XKUAKOM COCTaBE€ MU B BUAE TBEPAOTO
BEIIECTBA, KOTOPbIe OyIyT CMEIIaHbl CO CTEPUIIBHOM CPENOH ISk HHbEKLIUNA HEMOCPEACTBEHHO
nepen BBeneHueM. KoMmosuiuu sl MapeHTepajbHOTO BBENEHUS MOTYT IOCTABJIATHCA B
CTaHIAPTHOH JIEKapCTBEHHOH (popMe AJIst MPOCTOTHI BBEACHHUS U OAHOPOAHOCTH JO3UPOBKH.

B 1OmMONHUTENPHOM acmeKTe TNPenyCMaTPUBAETCS NPUMEHEHHE PEKOMOMHAHTHOTO
¢domnmukynoctumynupyromero ropmona (FSH) ayis M3roToBieHus 1eKapCTBEHHOTO Mpenapara
IUI IPUMEHEHUs ISl JIeueHus1 Oecrutonusl y manueHTa (Hanmpumep, HASHTHU(ULIUPOBAHHOTO
KaK MalueHT ¢ OecrioaneM) B Bo3pacTe > 35 JIeT, Kak OMUCAHO B JAHHOM JJOKYMEHTE.

B nmomonHWUTENPHOM acmeKkTe TNPenyCMaTPUBAETCS NPUMEHEHHE PEeKOMOMHAHTHOTO
¢domnmukynoctumynupyromero ropmona (FSH) s M3roroeneHust JeKapcTBEHHOTO CPENCTBA
IUISL IPIMEHEHUsS! JUIsl JIeUeHHs] OeCTIONNsl Y TMalueHTa, ISHTH(PULUHNPOBAHHOIO KaK MAIHeHT,
HaXOAsILIUICS B BO3pacTe > 34 5ieT, Kak OMMCAHO B JAHHOM JIOKYMEHTE.

JlononHUTENbHBIE aCMEKThl MPOMJIIOCTPUPOBAHblI B CIEAYIOLIUX NPUMEpPax, KOTOpbIE

HHUKOUM O6p&30M HE OTpaHUYHBAOTCA.
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IIpumepsl

IIpumep 1. Panaomu3supoBaHHOe ABOHHOe cJjenoe MNJaNed0-KOHTPOJIUpYyeMoe
MHOIOLIEHTPOBOE HCNbITAHHE ¢ MNApPALIeJbHbIMH TIPYNONamMM AJsl  H3Y4YeHHs
3pdexTuBHOCcTH H Oe3omacHocTH FE 999049 (Rekovelle®) npu koHTpoJHpyemoii
CTUMYJSIUMM SIMYHHUKOB Yy SKEHIIMH B Bo3pacte 35-42 JjeT, NOABEPrarouuXCcs
BCIIOMOTaTeJIbHOH PeNnpPOAYKTHBHOMN TEXHOJIOTHH.

Bobi6op 10361

Br160p 10361 ObUT OCHOBAH Ha MPEABIAYINEM KJIMHUYECKOM HCCISIOBAHNUH, TIPOBEIEHHOM
aBTOPAMHU HACTOSLIET0 M300PETEeHUs, KOTOpble HE PACCMATPHBAIM BO3PACT Kak (hakTop IS
BbIOOpa 103bl. B wacTHOCTH, a3y 2 ucciaenoBaHus 3aBUCUMOCTH "n03a-oTeeT" st FE 999049
nposonwiu y 265 mauuentoB ¢ [VF/ICSI B Bozpacte 1o 37 ner. OueHUBaN OTBET SMYHUKOB
Ha mATh pa3muyHbiX 103 FE 999049 (5,2, 6,9, 8,6, 10,3 u 12,1 Mkr; ¢uKCUpOBaHHAs 1032)
Hapsany co 150 ME GONAL-F, xoTopelii BKJIIOYHaIM B KauyeCcTBE ATAJOHHOIO JIEUEHHS.
IlepBuyHON KOHEYHOW TOYKOW OBLIO KOJIMYECTBO HM3BJICYEHHBIX OOLUTOB. CTaTHCTHUYECKH
3HaunMasi (p < 0,001) s3aBucumMocTh n03a-oTBeT ObLTa ycTaHoBieHa 1t FE 999049 B
OTHOLIEHUU KOJWYECTBA OOLIMTOB, MW3BJEUEHHBIX MJIi TECTUPYEMOrO J[Mana3oHa [03,
coctapisroriero 5,2-12,1 mkr. OTHOLIEHHE [03a-OTBET Takke HaOmomanu s oO0bema
donnukynos, scTpaguoina, MHruOuHa B 1 uHrnOuHa A B KOHLIE CTUMYJISIIMU (BCE 3HAYEHUS P
< 0,001). Ha ypoBHe CyOBEKTOB, IONsI JKEHIOIMH C > 15 W3BIEYEHHBIMH OOLIUTAMHU
yBenuuuBaiack ¢ ypenuueHueM A03el FE 999049, Yposens nosst FE 999049, cocraBnstomuii
12,1 mxr FE 999049, mpuBOAMJI K MOJYYEHHUIO HAMOOJBINErO CPEHErO KOJIMYECTBA OOLIMTOB,
JIOJIU JKEHIIUH € > 15 W3BI€YeHHBIMU OOLIUTAMH, CAMOMY MaJIEeHbKOMY KOJIMYECTBY MAallIEHTOB
¢ < 3 U3BJICYEHHBIMU OOLIUTAMH U HAMOOJBIIEMY KOJIMYECTBY OIIOJOTBOPEHHBIX OOLIUTOB.

Mopnenuposanue pucka passutrusi OHSS OblJI0 HEBO3MOXKHBIM Ha OCHOBAHHMH JTAHHBIX
¢asbl 2 U3-3a OTHOCUTENILHO HU3KOH 4acTOThl coObITHi. OnHako yactora OHSS koppenupyet
CO CTEMEHBbI0 OTBETA SIMYHUKOB U, TAKMM 00Pa30M, OMOCPEIOBAHHO PACCMATPUBAETCS B 3TUX
aHamm3ax. B wmccnenoanuu asel 2 pannHuit ymepeHHslii OHSS mposiBisicss TOMBKO MpH
nosax, cocrapmsiromux 10,3 u 12,1 mxr FE 999049 (omuH CyObeKT B KakOOW rpymre).
KacatenpHO npyrux acrmekToB 0O€30MacHOCTH, OOIIasi 4aCcTOTa HEXKENATENbHBIX SBICHUN MPH
noze, cocrapysiomein 12,1 mMxr FE 999049, Oputa He Bbie, yeM HaOrogaeMas mpu A03€,
cocrapysirorneit 10,3 Mkr, B (haze 2 ucbITaHUs.

Ha ocHOBaHMH BBIIIEN3JIOKEHHOTO OOOCHOBAHHS aBTOPAMH HACTOSINErO H300pETEHHs

IpeajaraeTcsi HadanbHasi 103a, coctasisiromas 12 Mxr FE 999049, nns BO3pacTHOM IpyIIIbI
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nanyeHToB < 35 yer (Hampumep, Bo3pacT < 34 ner), nmoxsepraromuxci ART, nHampumep,
narpieHToB ¢ IVF/ICSI (cm. npumep 2 Huke).

Ha ocHOBaHuU peTPOCIEKTUBHOTO BHYTPEHHErO aHalN3a HEONMyOJMKOBAHHBIX IAHHBIX
sl CyObEKTOB B BO3pacTe > 35 JIeT, y KOTOPBIX MOCHe CTUMYJISIK ¢ oMouisto 12 mMxr FE
999049 B HCTBITAHUH, OMMMCAHHOM BbIlIE, ObUIO M3BJIEUEHO 4-7 OOLMTOB, 3TUM CYOBEKTaM BO
BTOPOM LIMKJIE UCTIBITAHUS] HA3HAYaIM yBeJInueHue no3bl Ha 25%. Kak mokasaHo B Tabmie
HIDKe, yBenudeHue a03bl oT 12 Mkr go 15 mxr FE 999049 Obuio CBsI3aHO CO CpeaHHM
noBbillieHreM Ha 1,2 oomura u 1,2 OMIONOTBOPEHHBIX OOLUTa 0O€3 COMyTCTBYIOLIETO
NOBBIIIEHHUSI YaCTOThl Pa3BUTUS yMepeHHoro/Tspkenoro OHSS. DTu naHHbIE TO3BOJSIIOT
aBTOPaM HACTOSIIETO M300PETEHHSI TPEATIONOKUTh, YTO HEKOTOPBIM JKEHIUHAM B BO3pacTe >
35 ner moxer ObiTh moneseH mpueMm 15 Mkr Bmecto 12 mxr FE 999049 6e3 kakux-mnoo
npoOjeM B OTHOIIEHHH O€30MacHOCTH. Y 3THUX CTapIIUX JKEHIIHMH, KOTOPbIE MPOXOIUIH
JeYeHUe C MPUMEHEHHEM YMEPEHHO BBICOKOM HAYaJlbHON [03bl, COCTAaBJAKOLIENH 15 MK,
YpEe3MEPHBIM OTBET MOXXHO KOHTPOJHPOBATH MOCPEACTBOM 3aIyCKa OBYJISILMM C IOMOIIBEO

aroancta GnRH 0e3 cHIDKeHHsI KyMYJISTHBHOH 3 (EeKTHBHOCTH.

OTBeT IMYHUKOB V CYOBEKTOB B BO3pacTte > 35 JieT

TlammenTel, npoxoausinue jgedenue ¢ moMouibio 12 Mxr FE 999049 B niukie 1 u 15 mxr FE

999049 B 1ukJje 2

uxan 1 IMuxn 2
12 mxr FE 999049 15 mxkr FE 999049
KonnuecTBo U3BIEUEHHBIX OOLUTOB 5,5(1,0) 6,7 (4,0)
KonuuecTBo OMmiog0TBOPEHHBIX OOLIUTOB 2,6 (1,3) 3,8(2,5)
VYmepennsiit/Tsokensii OHSS 0% 0%

JlaHHBIE IPEACTaBJICHBI B BUAE cpenHero 3Hadenus (SD) win B Buzae nporeHTos. N=34

B 3aximouenue, nmepBoe UCIbITAHUE, OOCYKIAaeMOe BBILIE, O3BOJSIET aBTOPAM HACTOSIIIErO
n300peTeHHs YyCTAaHOBHTD, YTO Oe3omacHas u 3 pekTHBHAS Ha4YalIbHAs 1033 COCTABIsIeT 12 MKT
FE 999049 nns sxenmmH B Bo3pacte < 35 mer (Hampumep, B Bospacte < 34 uer), H
PETPOCHEKTHBHBIN  aHaNN3, OOCY)XJAaeMbIii BBILIE, IIO3BOJIAET AaBTOPAM  HACTOSIIETO
n300peTeHNs MPEANONIOKUTD, 4To Oe3onacHas u 3(h(eKTUBHAS HavajlbHAs 1034 COCTaBIsAeT 15

MKT FE 999049 nns crapmmx >keHIIUH, Hapumep, B Bo3pacte 35-42 ner.
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Ilpu nedeHnu >kEHIMUH B BO3pacTe > 35 JeT, ONMCAHHOM B JaHHOM JOKYMEHTE,
YBEIIMYEHUE A03bI OCYIIECTBIIAETCS MOCAEAOBATENbHO, NP 3TOM HadaJlbHasi 1032 COCTABJIAET
15 mkr, ¢pukcupyemas B NepBble YeThIpe AHs, a B JaJbHEHIIEM 7103 YBEIHMUNUBAETCS HE Yallle,
YeM OIIMH pa3 B 2 JHs. DTO MOCIENOBATENIbHOE YBEIMYEHHE MPENCTaBIsieT cOO0H Oe30macHbIi
MOJAXOJ, NMPH KOTOPOM MCCIEAOBATENb OLEHMBAET OTBET SIMYHUKOB HA YPOBEHb AO3bI MEpen
BO3MOJKHBIM YBEJIMYEHHEM J03bl. Y MEHbIIEHUs CyTO4HOU A03bl FE 999049 B xonme nepuona
CTHMYJISIUU OYAYT OCYIIECTBIISATHCS MO PELICHUIO MCCIIeIOBATEN S, HAPUMED, sl CYOBEKTOB
C pocToM (POJTUKYJIOB, YKAa3bIBAOIIUM Ha TO, YTO YMEHBIIEHHE N03bl OyAeT MOAXOISIIIUM
KyPCOM JE€HCTBUI.

ABTOpBI HACTOSIIIErO M300PETEHUS] OKUAAIOT, YTO HUCHBITAHHE MPOIEMOHCTPUPYET, UYTO
IIPOTOKOJ JO3UPOBaHUS MAaKCHUMH3HPYET KaK BbIXOJ OOLMUTOB, TaK U HTOTOBblE 3HAUYEHUs
KYMYJIAITUBHOH YaCTOThI HACTYIUIEHUsI OEPEMEHHOCTH MPU COXPaHEHUH O€30IacHOCTH.

IIpoTokon Takke mpeaycMaTpUBaeT KOMIIO3ULIMIO IS JIEUEHHUs MAaLUEHTOB C BBICOKUM
OTBETOM IOCPENCTBOM INPUMEHEHHs! (PakTopa 3amycKa OBYJIALUH, SBISIOLIETOCS arOHUCTOM
GnRH, 1 1uKI0B nepeHoca TONbKO KPHOKOHCEPBHUPOBAHHBIX SMOPHUOHOB JUIS 3THX ITALIUEHTOB.

METOJ10JI0Iust

Oto Oyzmer paHIOMHU3UPOBAHHOE [BOMHOE  Clemnoe  Iane00-KOHTPOIUPYEMOoe
MHOTOLIEHTPOBOE HCIBITAHHE C MapauleJIbHBIMU TPYINIAMHU AN OLEHKH 3(PQPEKTUBHOCTH U
OesomacHocTu monyudeHus: npernapata FE 999049 Ha ocHoBe pexomOuHantHOoro FSH y
cyOBeKTOB B Bo3pacTe 35-42 jieT, NOABEPTaroIUXCsl KOHTPOIUPYEMOH CTUMYJISLINH SIMYHUKOB
s IVE/ICSI mo mpoTokony € aHTaroHHUCTOM TOHAAOTPONUH-puiam3uHr-ropmona (GnRH).
[TepBUYHON KOHEYHON TOYKOW SIBJIAETCS] KYMYJIITUBHASI YACTOTA HACTYIUICHUS] O€peMEHHOCTH
nocjae ILUKIa C TPUMEHEHHEM CBEXHX 5MOPHMOHOB UM LHKIOB C HNPUMEHEHUEM
KPHUOKOHCEPBHUPOBAHHBIX AMOPHOHOB, HA4yaThIX B TeueHHe 12 MecsueB ¢ Havala
KOHTPOJIMPYEMOH CTHUMYJISILUU SMYHUKOB. TakuMm 00pa3oM, HCIBITAHUE MPEIHA3HAUEHO IS
OoJiee OTHOTO ONpeAeNeH s KIMHUYECKOH 3((EKTUBHOCTH OAHOTO IUKJIA KOHTPOJIUPYEMOH
CTUMYJISILUU SIMYHUKOB IOCPEICTBOM OTCIIEKUBAHUS PE3yJIbTaTOB KakK LMKJIA C IPUMEHEHUEM
CBEXXUX 3MOPHOHOB, TaK M MOCIEAYIOIIHNX LUKJIOB C MPUMEHEHNEM KPHOKOHCEPBHUPOBAHHBIX
SMOpPHOHOB. BTOpHYHBIE KOHEYHbIE TOYKH BKJIIOYAOT (DapMaKOOMHAMHUYECKHE IapaMeTphl
neiicteuss FSH, a Taxke mapamerpsl 3(p¢eKTHBHOCTH M O€30MacCHOCTH, CBSI3aHHBIE C
KOHTPOJMPYEMOH CTHUMYJISILMEH SUYHUKOB M3 LIUKJA C MPUMEHEHHEM CBEXHUX 3MOPHOHOB U
MOCJIENYIOUINX LUKJIOB C IPUMEHEHNEM KPUOKOHCEPBUPOBAHHBIX SMOPHUOHOB.

Kontpoanpyemasi cTuMyasiiusi SIMYHHMKOB H LHUKJ C TNPHMEHEHHEM CBEXKHX

3MOpHOHOB
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CyOpexTsl OyAyT MOABEPTHYTHI CKPUHUHTY B TeueHne 90 nHel OO paHAOMH3ALMHU B
OTHOLIEHUU COOTBETCTBHSI KPUTEPHSM BKIIKOUYEHUs M ucKmoueHus (cMm. Hiwke). Ha 2-3 nens
MEHCTPYaJIbHOrO IMKJIa CyOBekThl OyayT panmomusupoBanHbl B coorHomeHnuu 10:1 x FE
999049 wnm manebo u Oyaer HayaTta KOHTpoJIUpyemas cTUMYJiLust suaHUKOB. FE 999049 u
iane6o OyAyT BBOAMTHCS CAMOCTOSATENBHO IOAKOXKHO C TNPHUMEHEHHEM IpPeIBapUTETbHO
3aIOJHEHHON PYYKH JJIsl UHBEKLIUM.

CyObexThl, KOTOpPbIM Ha3HaueHO JjedeHue ¢ mnomourpio FE 999049, OGyayr monyuars
HAYaJIbHYI0 7103y, COCTaBJSIIOINYIO 15 MKr B JeHb, (PUKCHPOBAHHYID B TEUYEHHE MEPBBIX
YyeTblpex JHel crumyisaudn. Ha OCHOBaHMM OTBETa SIMYHUKOB 1032 MOJKET OBbITh
CKOPPEKTHPOBAaHA Ha 3 MKT, IPU 3TOM YBEJIUYEHUS AO3bI OCYIIECTBIISIFOTCS HE Yalle, YeM OUH
pa3 B 2 nOHs, W/WIM YMEHBIICHHS 03Bl OCYIIECTBIIIOTCS MO PEIICHUIO HCCIENOBATEIS.
MunumanbHasi CyTO4Hast 034 COCTABJAECT 6 MKI, & MAKCHUMAaJIbHasi CyTOYHAs 4034 COCTABIISAET
24 wmkr. Y cyOBEeKTOB, KOTOPBIM Ha3HaueHO Iutanebo, Ha pydke Ml HHBEKIMHA Oyzner
YCTaHOBJICHO TaKoe ke 3HaueHue (no3a), kak ecnu Obl BBomuioch FE 999049, CyObekToB
MO3KHO JieunTh ¢ momotnsio FE 999049 wmn nnanebo B Teuenue makcumym 20 nueir. OTcpouka
CTUMYJISIIUM ~ OBYJISILIMHM, TPUMEHEHHEe aroHucra nodamMuHa wWid T000ro  Jpyroro
JIEKApCTBEHHOIO CPEACTBA I NPENyNPEKICHHUs PAHHEr0 CHHAPOMA THUIEPCTUMYJIISILUU
suayHukoB (OHSS), 3a wuckmouenuem aronucra GnRH gns 3amycka OKOHYATEIHHOTO
co3peBaHus (POJUTMKYJIOB, HE AOMYCKAIOTCS.

B xome crumymsanum  cyOBekThl  OyAyT ~ KOHTPOJMPOBATHCS  MOCPEACTBOM
TPAHCBarMHAJIBHOIO YJIBTPA3BYKOBOI'O HCCIENOBAHMs B JHU cTUMyJsinuu 1 u 5, a 3ateM mo
MeHbIIeH Mepe Kakablii BTopoii neHb. Kornma Benymuii gosuukyn gocruraer auamerpa > 14
MM, TPAHCBAarMHAJIbHOE YJIbTPA3BYKOBOE HCCIEAOBAHUE OyIEeT BBINOJHITHCS €XeaHeBHO. s
NpenynpexaeHus MPEeKIEeBPEMEHHOr0 BbhIOpoca JIOTemHusupyromero ropmona (LH)
npumeHenue 250 mkr antaronncta GnRH (ranupenukc anerat, GANIRELIX®, Merck Sharp
& Dohme) Oynmer Hayato B A€Hb 5 CTUMYJSILUU sl CyOBEKTOB ¢ > 3 (osumukynamu
nuameTpoM > 10 mm. CyOBeKThI, KOTOPbIE HE OTBEUAIOT 3TOMY KpuTepuro aHTaronncra GnRH
B JICHb 5 CTUMYJILMH, OYyAYyT MPOAOIDKATh HAOMIOAATHCS MO MEHbINEH Mepe KaKIblid BTOPOH
neHb u mnpuMmeHeHue anrtaroHucra GnRH Oynmer Havato, korma/ecnmu — KpUTEpHid
ynosierBopsiercs. Ilpumenenne anraronncra GnRH Oyper mpomomxkarbesi B TE€UEHHE BCETO
nepruoaa CTUMYJBSIIMU. 3aMyCK OKOHYATENbHOTO CO3peBaHms (POJUTMKYIIOB OyIEeT OCYIIeCTBIIEH,
KaK TOJIbKO Oyner obHapyskeHO > 2 dosuukynos auamerpom > 17 mm. Eciu umeercs < 20
dommukynoB guamerpoM > 12 mm, Oyner BeeneHo 10000 ME yenoBedeckoro XOpuoOHHYECKOTO

roHanorpornuHa (hCG; NOVAREL®, Ferring Pharmaceuticals). Ecam umeerca > 20
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donnukynoB nuaMeTpoM > 12 MM, WM KOHIEHTPALUS 3CTPaauoia B CBIBOPOTKE Kposu > 3000
nr/mMia (aHanu3 KPOBM, XOPOLIO M3BECTHBIM W3 YPOBHS TEXHUKH), TO OyneT BBeneHO 4,0 mr
aronucra GnRH (auerar neiinponmuna, LEUPROLIDE ACETATE®, Sandoz) u mepenoc
cBeskel Onmacrouuctsl Oyaer orMeHeH. Eciu nmocne 8 qHel cTUMyILuK NCCIeN0BaTeNb PELINT,
YTO KPUTEPUH 3amycka Bpsx ju Oyaer AOCTUrHYT Ko aHwo 20, nukia Oymer ormeHeH. Ecnu
KpUTepui 3amycka He OyneT cobmoneH nocie 20 qHel CTUMYJISILAK, UK Oy1eT OTMEHEH.

U3Bneuenne oouuToB OyneT OCyLIeCTBIEHO depe3 36 4 (£ 2 49) mocie 3amycka
OKOHYATEJIbHOTO CO3pEeBaHuUs (DOJIIIMKYJIOB, M OOLUTHI OYAYT OIIONOTBOPEHBI ¢ moMoibsio [VF
wm ICSI wepes 4 waca (= 1 wu) mnocme wusBnedenus. CnacarenpHass [ICSI
(MHTpaLMTOIIa3MAaTHYECKAs] HHBEKLIUS CIIEPMATO30UA0B) He A0MycKaeTcsi. byner oleHrBaThCs
OIUIONOTBOpPEHHE U pa3BuTHe dSMOpuoHa. J[Jisi CyOBEKTOB, KOTOpbIE MOABEPralOTCS 3aMyCKy
OKOHYATENbHOTO co3peBaHusi (ouuKyJoB ¢ nomouibio hCG u y kKoTopeix u3BiedeHo < 20
OOILIUTOB, MEPEeHOC OyneT OCyIecTBJIeH B NeHb S5 (cTamusi OJACTOLMCTHI) TOCTEe H3BJICUEHUS
oouuToB. OLeHKa KayecTBa ONACTOLMCTHI B ICHb 5 MOCJIe U3BJIEYEHUs OOLUTOB OyAeT OLeHeHa
MO TPeM MapamMeTpaM. paclIupeHne OJacTOLUCThI U CTaTyC UHKyOauu (cTerneHsb 1-6), oneHka
BHYTPEHHEH KJIeTOYHOH Maccel Onmacrouuctel (creneHb A-D) m omnenka TpogakTomepMel
(crenenp A-D), xak XOpomIO M3BECTHO W3 YPOBHS TeXHUKH. biacrorucram Oyaer mpuCBOEH
YHCIIOBOH MOKa3aTenb ¢ npuMeHeHneM cucreMbl Gardner & Schoolcraft, kak xoporo u3BecTHO
U3 YpOBHs TEXHHKH, C noOasieHueM D-kareropuil Iuis BHyTpEHHEH KJIETOYHOW MAacChl M
TpodakTonepmel. CyObektam OynerT mnepeHeceHa OAHA ONAaCTOLMCTA, €CJNU JOCTYIHAa IO
MeHbIIeH Mepe ofHa OJacTOLMCTa XOpOoIIero kadectsa (T. €. ypoBHs 3BB wnu Beie), uau
OyayT mepeHeceHbl OHA WM OBE OJACTOLMCTBI, €CJAH OJIACTOLMCTA XOPOIIEro KadecTBa
HenoctynHa. OcraBiiuecss OnacTOMCTBI  OyAyT KPHOKOHCEPBUPOBAHBI — MOCPEICTBOM
utpudukaipu. s cyobekToB ¢ > 20 oounTamu, u3BiedeHHbIME mocie BBenenuss hCG, u
111 CyObEKTOB, KOTOpPbIE MOABEPratOTCs 3aMyCKy OKOHUYATEIbHOTO CO3peBaHMs (POITHKYIIOB C
nomotbio aronncta GnRH, mepeHoc He OyAayT OCYLIECTBJIATH B LMKJIE C MPHUMEHEHHUEM
CBE)KEro SMOPHUOHA, M BMECTO 3TOT0 0JaCTOLUCTHI OyIyT KPHOKOHCEPBUPOBAHBI.

CyObeKTy, KOTOpBII TEPIUT HEeynady B JOCTHIKEHHM KPUTEpHs 3amyCcKa H3-3a IJIOXOrO
OTBETa SIMYHUKOB WM Yy KOTOPOTO U3BJICKIHM < 3 OOLMTOB, OYAyT MNpPeIJIOKEeHbI
MeIUKaMEHTO3HOe JieueHne u (uHaHCOBas moanepxkka mnsi uukia ART ¢ omoOpeHHBIM
IpernapaToM Ha OCHOBE FOHAIOTPOITMHA BHE UCITBITAHUS.

Barunaneable BcTaBku ¢ mporecrepoHoM (mporectepoH, ENDOMETRIN®, Ferring
Pharmaceuticals) B mose, cocraBmmomeii 100 mr tpum pasa B nenp (TID), Oyayr

MPEeIyCMOTPEHBI JJIsl MOANEPXKKU JIFOTEHHOBON (ha3bl CO JHS TMOCHE W3BJEUYEHUS OOLIUTOB U
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OyAyT TpOmOIKATBCA O MEHCTPyalMi, OTCYTCTBHUS BBISBJIEHHOIO YeJIOBEYECKOTO
XOPUOHUYECKOro roHafgorponusa B (tect ans BoisiBieHus PhCG), BrIkuabIIa UM 10 TEX MO,
IIOKa TeKyIast OepeMEHHOCTb He MOATBEP>KIEHA JOKYMEHTAJIBHO.

Uepes 10-14 nneii mocne mepeHoca Oyaer mposeneH Tect ansi BbisiBieHus: PhCG B
CBIBOPOTKE KpPOBH, KJIMHHYECKass M BUTAIbHAas OEPEeMEHHOCTb OyAeT MOATBEp)KAEHa C
MIOMOIIBIO TPAHCBAarMHAJIBHOIO YJIBTPA3BYKOBOTO HCCIIEAOBaHUS depe3 S5-0 Hemenb Iocie
nepeHoca, u TeKylass OepeMEeHHOCTh OyJeT MOATBEep:KIeHa C MOMOINBI TPAHCBATHHAJIBHOTO
Wi a0JJOMHUHAJIBHOTO YJIBTPA3BYKOBOI'O HCCIIEIOBAHNUS Yepe3 8-9 Henenb mocie nepeHoca.

Huxasl ¢ npuMeHeHHeM KPHOKOHCePBHPOBAHHBIX YMOPHOHOB

HcnpiTaHne OXBaTBIBAET LUKJBI C MPUMEHEHHEM KPHUOKOHCEPBHPOBAHHBIX 3MOPHOHOB,
HayaTble B TeUeHUe 12 MecsLeB Mocjie Hadaja KOHTPOJUPYEMOU CTUMYJISIUUUA AUYHUKOB. JLis
mo00ro muKiIa C MPUMEHEHHEM KPHUOKOHCEPBUPOBAHHBIX 3>MOPHOHOB MOXKHO BBIOpATh
MPOrpaMMUPYEMBbII WU €CTECTBEHHBIM LIUKIL.

JIro60i1 mporpaMMHPYEMBbIid LUK C MPUMEHEHHEM KPHOKOHCEPBHPOBAHHBIX 3MOpPHUOHOB
Oymer HadaT B TeueHHe 3 IHEW MOCje Hadaja MEHCTPyalHuidl ¢ BBEACHHEM 3CTpPaaHoIa
(ESTRADIOL Tablets USP, Teva Pharmaceuticals USA, Inc.) B go3e, cocrapisiromeii 2 mr
TID nmm 3 mr asa pasa B aeHb (BID) (wnm 3 mr TID Ha ycMoTpeHue uccnenoBaTens, eciiu
OBLIO MPOIEMOHCTPUPOBAHO, YTO CYTOUHAS 1033, COCTABIIAIOIIAst 6 MT, OblLIa HENOCTATOYHON B
npenbinymeM nukie). Ecnu mocne 10-12 gHe# nedeHust 3CTPagvoiIoM TOJIIHHA SHIOMETPUS
cocTaBisieT > 8 MM, CyObeKkT OyleT HaunHaTh eXXeHeBHble BHyTpuMbIliedHble (IM) nHbekuum
50 mr nmporecrepona (PROGESTERONE Injection USP, West-ward Pharmaceutical Corp wn
Watson Pharma, Inc.) B TeueHue crieqyomux 5 qHel B COYETAHUU C JICYEHUEM DCTPATHUOJIOM.
VY apTpa3sBykOBOE HCCIIEIOBAHUE MOXXHO IOBTOPUTH B TEUYEHHE 7/ JHEW, €CIu KpUTepui
TOJIIMHBI SHAOMETPHsl He coOmomaercs. B mporpamMMupyeMbIx LHKJIAX € TNPUMEHEHHEM
KPHUOKOHCEPBHUPOBAHHBIX 3MOPHOHOB TEPEHOC OXHOH WM JBYX OnacTouuct Oyner
OCYIIECTBIATECS B JA€Hb 6 OT Hauaja MpueMa MpPOrecTepoHa IOC/e HarpeBaHUs U OLIEHKU
BbDKHMBAEMOCTH U MOBTOPHOTro yBenuueHus: omacrouuct. CyObpekraM Oyner mepeHeceHa onHa
OnacToumcTa, €CiM JOCTYIHA MO MEHBIIeH Mepe OnHa OJaCTOLMCTa XOPOIIero kadecrsa (T. e.
ypoBHs 3BB wnu Beime), win OynyT mepeHECeHbl ONHA WM JBe OJIACTOLIMCTBI, €CJU
OnacromycTa XOpoImero kauecTsa HepocTynHa. [lonaepikka JTOTENHOBOH (hasbl (3CTpaanon u
IM mporectepoH) OyAeT MpoOAOIKATECS O MEHCTPYALU, OTPUIATENBHOTO Pe3yJibTaTa TeCTa B
orHomieanu PhCG, BbIKUABIIA WIM OO TE€X IMOp, MMOKa TeKymas OepeMEeHHOCTb He

NOATBEPXKACHA NOKYMEHTAJIBHO.
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JIr000i1 ecTeCTBEHHBIN LMKJI C MPUMEHEHHEM KPHOKOHCEPBHUPOBAHHBIX 3MOPHUOHOB OyneT
HauaT 4yepe3 7 IHEH rociie Hayajla MEHCTPYalli ¢ exXelHeBHbIM HaOmoaeHrneM yposHs LH B
Moue cyorekrom. Ha crnenyromuii neHb mocie moxateep:kaeHus BeiOpoca LH mocpencTtsom
BoIsiBJIeHUsI LH B CBIBOpOTKE KpOBH (MECTHAsI 1a00paTOpHsl) U TOJIIUHBI SHIAOMETPUS > 8 MM
cyOBpexT OyneT HaunHaTh NOAMEPKKY JIOTEHHOBOH (ha3bl C MOMOLIBIO BATMHAIBHBIX BCTABOK C
nporecteponom (mporectepon, ENDOMETRIN®, Ferring Pharmaceuticals) B mose,
cocrasysirouieii 100 mr TID. B ecrecTBeHHOM 1LIMKJIE ¢ TPUMEHEHHEM KPUOKOHCEPBUPOBAHHBIX
SMOPHOHOB MEPEHOC OAHOM WJIH IBYX OJ1aCTOIHUCT OyIeT OCYIIeCTBISATLCS B eHb BhiOpoca LH
+7 mocne HarpeBaHUsT M OLEHKH BBDKMBAEMOCTH W TIOBTOPHOTO YBEJIHYEHHs OJaCTOLIUCT
CybObekram OyneT mepeHeceHa ofHa OJIacTOIMCTA, €CIM MOCTYITHA 1O MEHbIIeH Mepe OmaHa
Onmacromucra Xxoporero kadectsa (T. €. ypoBHs 3BB wnu Bbiie), ninm OyayT nepeHeceHbl OHa
wid B¢ OJacTOUMCTH, ecnu OJacTomHMCTa XOpOLIero KadecTBa HemocTymHa. llomnmepikka
JIOTEMHOBOH (ha3pl (BarvHAJbHBIA MPOTeCTepPOH) OYyAEeT MPOAOIIKATBCA 1O MEHCTPYaLHid,
OTPHLATENBHOrO pe3ynbTara Tecta B oTHomeHuu PhCG, BBIKMIBINA WM A0 TEX IMOpP, MOKa
TeKy1as OepeMEeHHOCTh HE TIOATBEPIKIEHA JOKYMEHTAIBHO.

HecnocoOHOCTP K AOCTIIKEHHIO TOJIIMHBI SHAOMETPUS > 8 MM B INEPBOM LHKIE C
NPUMEHEHNEM KPHOKOHCEPBHPOBAHHBIX HSMOPHOHOB TIPUBENET K OTMEHE LHUKIA, U B
nporpamMmupyemsix nukinax seeaeHue 100 mr nporecrepona IM (PROGESTERONE Injection
USP, West-ward Pharmaceutical Corp unu Watson Pharma, Inc.) nns uHayKuum KpoBoTeUeHHs
OTMEHbL. B mocienyromux LUKJIaX C NPUMEHEHHEM KPHOKOHCEPBHUPOBAHHBIX 3MOPHOHOB
nepeHoc OJACTOLMCTBI MOXKHO OCYIIECTBJISITh HE3aBUCHUMO OT TOJIIMHBI SHIOMETPHUsSl Ha
YCMOTpPEHHE UCCIIEAOBATEIS.

Kak B mporpaMmMupyeMbIx, Tak M B €CTECTBEHHBIX LHUKJIAX C [PUMEHEHHEM
KPHOKOHCEPBUPOBAHHBIX 3MOpHOHOB uepe3 10-14 nHel mocie nmepeHoca OCyIecTBISIeTCs TECT
nist BeisiBieHUs1 BhCG B CBIBOPOTKE KPOBH, KJIMHUYECKAs W BUTAJIbHAs OEPEMEHHOCTh Oyaer
MOATBEPIK/IEHA C MOMOINBI0 TPAHCBATMHAIBHOTO YJIBTPAa3BYKOBOIO HCCIIEAOBAHUS uepes S5-0
Heleib TOCHIe MEPEeHOca, W TeKymas OepeMEeHHOCTh OyIeT MOATBEpPKAEHA C MOMOIIBI0
TPAHCBAarMHAJIBHOTO WIH a0JOMHUHAIBHOTO YJIBTPa3BYKOBOTO UCCIIEAOBaHUS yepe3 8-9 Henenb
TIOCJIE TIEPEHOCA.

ITocne 3aBEpIIEHUS UCTIBITAHHUS CyOBeKTy pasperaercs MPUMEHSITh
KPHOKOHCEPBHUPOBAHHBIE OJACTOLMCTHI B COOTBETCTBUU C MECTHBIMU PEKOMEHIALMSIMU W/
WUHCTPYKLHUSIMH.

Bce cyOpekThl ¢ Tekyuieid OepeMEeHHOCTBbIO, HACTYNMBIIEH B LUKIE C INPUMEHEHHEM

CBEXXUX 5MOPHOHOB WM B LUKJIAX C IPUMEHEHHEM KPHOKOHCEPBHPOBAHHBIX 3MOPHOHOB,
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HAauaThIX B TeueHHe |2 MecsleB C Havaja KOHTPOJUPYEMOH CTUMYJLSILIUM SUYHUKOB, OyAyT
HaOJIFOTaThCs O popopaspeeHus st coopa HHPOPMAIIMN O YacTOTe KUBOPOKAeHHH. bonee
TOTO, Oynyr  coOpaHbl  JaHHbIE 0 HEOHATaJIbHOM  37IOPOBbBE, BKJIFOYast
HE3HAYHUTEJIbHbIE/3HAYNTENIbHBIE BPOXKACHHBIE AHOMAJIMH, IIPU POXKICHUY, uepe3 4 Henenu u 1
rOfi IOCJIE POXKIAEHUS.

Kputepun Brioyenus

1. JoxymeHTsl 00 HH()OPMHUPOBAHHOM COIJIACHH, TOANMHMCAHHBIE IO Havajga JIoOOM
NPOLIEAYPbI, CB3aHHOM C HCIIBITAHUEM.

2. B xopomem (pU3MUECKOM U IICUXHYECKOM COCTOSIHUH T10 PEIIEHUIO HCCIEOBATEIS.

3. JKeHmmuHbI B mpeMeHomnay3e B Bo3pacte 35-42 ner. CyObekTaM JOKHO OBITh HE MEHee
35 ner (Bkirouast 35-f neHb POKIACHHS) HA MOMEHT MOINHMCAHUS WH(POPMHPOBAHHOTO
cornacus u He Oonee 42 net (10 43-ro AHS POKIEHUS ) HA MOMEHT PaHIOMU3ALINH.

4. Wnnexc maccel Tema (BMI) cocrasmster 17,5-38,0 kr/m” (062 3HAUYEHHS BKIFOYHTEIIBHO)
NPY CKPUHUHTE.

5. bBecruiogHbIe KEHIMUHBI ¢ TUArHO30M TpyOHOe Oecmuonue, Oecrioaue HesiCHOTO reHesa,
sHpomerpuo3 cramuu /I, wnmum ¢ mapTHepamMu ¢ MyKCKUM (akTopoMm Oecrutonus,
NOOXOMsIIMe Il JdKCTpakopropaibHoro  omiogorBopenus — (IVF)  w/um
MHTpALUTOIIa3MaTH4YecKol nHbeKun crnepmato3onnos (ICSI) ¢ npumeneHnem ceexei
WM 3aMOPOKEHHON HSIKYJMPOBAHHON CIIEPMBbI OT MapTHEPa My>KCKOT'O I10JIa WA I0HOPA
CIIEpMBI.

6. 3aIOKyMEHTHUpPOBAHHBII aHaMHe3 OeCIUIOAMs B TeUeHHE IO MEHbIIeH Mepe 6 MecsLeB
IO paHAOMHU3ALMH (HE MPUMEHUMO B Ciydae TPYOHOro OeCIuionusi, WM TSDKEIOro
MY3KCKOTO (hakTopa OeCIIONus, UIIU €CJIU MOKA3aHO MPUMEHEHHE CIIEPMbI IOHOPA).

7. PerynsipHble MeHCTpyajibHbIe IUKJIbL, COcCTaBisitoiue 24-35 nHeit (oba 3HauYeHUs
BKJTIOUUTEIIBHO).

8. Tmcrepocampnuurorpadusi, rucrepockonus wuiam  coHorpadus ¢ uHPy3mer
(pU3MOJOTHUECKOr0 PacTBOpPa, JAOKYMEHTHPOBAHHE TOrO, YTO MAaTKa COOTBETCTBYET
OKHJIAa€MOMY  HOPMaJbHOMY  (YHKLMOHHPOBAHUIO  (Hampumep,  OTCYTCTBHE
TOKa3aTeNIbCTB KJIMHIUYECKOTO BMELIATENbCTBA B (PUOPOMY MATKH, OINPEHENICHHYIO Kak
noacau3ucToie GruOpomel m0OOro pasmepa WM UHTPaMypasibHble GUOPOMBI AHAMETPOM
Oonee 3 cM, OTCYTCTBHE IOJHIIOB U OTCYTCTBUE BPOXKACHHBIX CTPYKTYPHBIX aHOMAJIHIA,
KOTOpbIE AaCCOLMMPOBAHBI C TOHWKEHHOH BEPOSTHOCTBIO OEPEeMEHHOCTH) TMpU

CKPHUHUHIC UJIK B TCUCHUEC 1 roga 10 CKpuHHUHTA.



10.

11.

12.

13.

-41 -

TpancBarnHanbHOE YIBTPA3BYKOBOE AOKYMEHTHPOBAHUE HAJIWYMs OOOHX SIMUHUKOB U
UX a/IeKBaTHAs BU3yalu3als Oe3 J0Ka3aTelbCTB 3HAUUTENbHBIX OTKJIOHEHUH OT HOPMBI
(HampuMep, YBENHUYEHHblE SIMYHUKH, IPU KOTOPBIX OBLIO OBl MPOTHUBONOKA3aHO
NPUMEHEHHe TOHAJOTPONMHOB) M HOPMAJbHBIE CMEXHbIE OpraHbl (Hampumep,
OTCYTCTBHE THAPOCATBITMHKCA) MK cKpuHUHre. O0a sIMYHUKA TOJDKHBI ObITh JOCTYITHBI
IUIS1 U3BJICYSHHST OOLIUTOB.

YpoBuu domukyaoctumynupyromiero ropmona (FSH) B panneii Gponnukysipaoii dase
(menb muka 2-4) cocraBisiroT 1-15 ME/n (pe3ynbTaThl NOJY4EHBbI B TEUEHHE 3 MECSILIECB
10 PAHIOMHU3AIIIH).

OtpunarenbHble pe3yJabTaThl TECTOB B OTHOIIEHHMHM HAJIUYUS B CHIBOPOTKE KPOBH
aHTUTENIa K TOBEPXHOCTHOMY aHTUTeHy Bupyca renatura B (HBsAg), Bupyca remarura
C (HCV) u Bupyca ummynoneduiuta denoseka (HIV) npu ckpuHuHTe WM B TedeHue 6
MECSILIEB 10 CKPUHHUHTA.

I'OTOBHOCTb MPHHATH MOJUTHKY MEPEHOCA ONACTOLMCTBI U LUKJIA C MPUMEHEHHEM
CBEKMX SMOPHOHOB M IMKJIOB C NMPUMEHEHHEM KPHUOKOHCEPBUPOBAHHBIX 3MOPHOHOB,
HauyaThIX B TeueHHe 12 MecsleB ¢ Havaja KOHTPOJUPYEMOH CTUMYJISILIUH SIMYHUKOB C
NPUMEHEHHEM OJIaCTOLWCT, IOJNYYeHHbIX B 3TOM HCHBITAHUHU, T. €. TEPEHOC OXHOMN
OnmacTonucThl (€CNU JOCTYyIHA OJACTOLIMCTA XOPOLIEro KauecTBa) UM MEePEeHOC OIHON
WM IByX Osactouuct (ecnu OJacTOLHCTa XOPOIIEro Ka4eCTBa HEOCTYITHA).
I'oTOBHOCTH M CIIOCOOHOCTH COOMIOATh MPOLEAYPHI UCTIBITAHUS, BKJIIOYAS 3AIIOJHEHUE
JHEBHHKA W NOCELICHUE 3aINIAHUPOBAHHBIX BU3UTOB, a TAKXKe MPENOCTABICHUE JaHHBIX

O HCOHATaJbHOM 3JO0POBbE B TCUCHUEC NO 1 roma mocie POXOCHUSA.

Kputepun uckiawoueHus

1.

bonee omHOro mpenbIoyLIero LUKIa KOHTPOJHPYEMOH CTHMYJISILUN SIMYHUKOB IS
IVF/ICSL

WssectHelii  sHmomerpuo3 craauu  II-IV  (ompemenen mno  mepecMOTpeHHOH
KIaccupuKaun AMEpPHKaHCKOro oOIiecTBa penpoAayKTUBHOW MeauuuHbl (ASRM),
2012 r.).

H3BecTHBIN aHAMHE3 aHOBYJISILIUH.

OnuH wnMM  HECKONbKO (OJUTMKYJIOB pasmepoM > 10 Mm  (BKJIIOHYas KHUCTHI),
HaOMIOflaeMble  TMPH  TPAHCBArMHAJIBHOM  YJBTPA3BYKOBOM  MCCJIEOBAHUH 0

panaoMusanu B 1€Hb 1 CTUMYJISALIUU.
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W3BecTHBIN aHAMHE3 CaMOIPOU3BOJIBHOTO MpephIBaHUs O€pEeMEHHOCTH (OTpeeeHHbII
KaK TPU TOCJIEAOBATENbHBIX BBIKUIBIIIA TOCTE YJIBTPA3BYKOBOIO MOATBEPKIACHUS
OepeMeHHOCTH [3a HUCKJIIOYEHHEeM BHEMAaTO4YHOW OepeMeHHOCTH| W 1o Hexenu 24
OepeMeHHOCTH).

W3BeCTHBI aHOMANBHBIN KapuOTUN CyOBEKTa WM €€ MapTHepa/IOHOpa CIEPMbI B
COOTBETCTBYIOIIMX CJIy4asiX B 3aBUCUMOCTH OT MCTOYHHKA CIIEPMbI, HCIIOJIb30BAHHOM
IJI OCEMEHEHHsI B 3TOM HCIBbITaHUH. B ciydae, ecian OyAeT HCIONB30BaThCs CriepMa
nmapTHepa W BbIpabOTKa CHEPMbl CEepbe3HO HapyuieHa (KoHHeHTpauus < 1
MIJUTHOHA/MJT), HEOOXOAMMO ITOKYMEHTAJbHO IOATBEPAUTh HOPMAJIbHBIA KAapUOTHII,
BKJIFOYAsl OTCYTCTBHE MUKPOJENEIIH B Y -XPOMOCOME.

JIroboe wW3BECTHOE KIMHUYECKH 3HAYUMOE CHUCTEeMHOe 3a0oyieBaHue (Hampumep,
MHCYJIMHO3aBHCUMBIN 1Haber).

W3BecTHAs HACIEICTBEHHAS WIH MTPUOOpeTeHHas! TPOMOO( UITHSI.

AKXTHUBHasI apTepHaJIbHas WJIH BEHO3HAS TPOMOOSMOOJIHS, WM TSKENbIH TpoMOodiebur,
WJIN aHAMHE3 3TUX COOBITHH.

JIroOble M3BECTHbIE 3HIOKPUHHBIE WM MeTabONNYECKHe OTKJIOHEHHS OT HOPMBI
(runo¢u3, HAANOYEUHUKH, MOJDKENYAOYHAs >Kejie3a, IeYeHb WIM IOYKH), 32
UCKJIIFOUeHHEM (PapMaKOJIIOTHIECKH KOHTPOJIUPYEMOTO CYOKIMHUYECKOTO THIIOTHPEO3a.
W3BecTHBIE OMyXONM SUYHUKOB, TPYAM, MAaTKH, HAJANOYEUYHUKOB, runodusza wimm
TUnoTajlamyca, IpU  KOTOpbIX  ObuUI0  Obl  IPOTUBOIIOKA3aHO  NPUMEHEHHUE
TOHAJJOTPOINHOB.

H3BecTHOE YyMEPEHHOE HITH TsDKENNoe HapyleHne (yHKIMH MOYeK WU MEYCHU.

Jroboe OTKJIOHEHHE OT HOPMbI B KJIMHUYECKOW XHMHH, TeMaTOJIOTHH,yPOBHSIX
TupeotpornHoro ropmona (TSH) mim npojakTHHA WK MOKa3aTeNel KU3HEHHO BaKHBIX
(yHKUMH TpU CKPUHUHTE, KOTOPOE MCCIIEI0BATENb CUUTACT KIIMHHYECKH 3HAYUMBIM.
Teky1mee rpyaHOe BCKapMIIMBAaHUE.

HeycraHOBIEHHBIN AMArHO3 BArMHAIBHOTO KPOBOTEUEHHUSI.

W3BecTHast maToJOruyeckass LUTOJOTUS INEHKM MAaTKH, WMEIomas KIMHUYECKOe
3Ha4YeHHE, HaOMoJaeMas B TEUEHHE TPeX JIET A0 paHAoMH3anud (TIOKa KIMHUYECKOe
3HaY€HUE He YCTAHOBJICHO).

Pe3ynbraThl TMHEKOJIOTMYECKOrO OCMOTpPAa MNpPH CKPUHUHTE, KOTOPBIE MCKIFOYAIOT
CTUMYJIILIMIO TOHAAOTPONMHAMHU WJIM ACCOLMHPOBAHBI CO CHIDKEHHEM BEPOSITHOCTU
OepeMEeHHOCTH, HalpuMep, BPOKACHHbIE AHOMAJMM MATKU WM  OCTaBIIEeCs

BHYTPUMATOYHOE YCTPOUCTBO.
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bepemeHHOCTh (OTpHUIIATENbHBIE PE3YJIbTATBl TECTOB B OTHOLIEHHMH OEPEeMEHHOCTH
TOJDKHBI  OBITh  3aIOKYMEHTHPOBAaHbl TPHU CKPUHHMHIE M A0 PAHAOMHU3ALMH) WIH
IPOTHUBOINOKA3aHUE K OEPEMEHHOCTH.

H3BecTHOE TeKylee aKTHBHOE BOCTIAIUTEIbHOE 3200JIeBAHNE OPraHOB MAJIOro Ta3a.
[Tpumenenne mMonupuKaropoB (epTHIBHOCTH BO BPEeMs IOCIEIHEr0 MEHCTPYaJIbHOTIO
LIMKJIa Iepe]] paHIOMH3aLKeH, BKIIoYas aeruaposnuanapoctepoH (AIDA), merdopmuH
WIM TPOrpaMMHUPOBAHHE IUKJA C TOMOLIBIO MEPOpPAJbHBIX KOHTPALENITHBOB,
NPOreCTOreHa MU MPernapaToB Ha OCHOBE ACTPOTeHa.

[IpuMeHeHre TOpPMOHAJIBHBIX TPENaparoB (3a HUCKIOYEHHEM  JIeKapCTBEHHBIX
NpenapaToB Uil LIUTOBUIHOM JKEJIE3bI) BO BPEMS MOCIEIHETO MEHCTPYaJIbHOTO LKA
nepea paHAOMU3aLUEN.

W3BecTHBIN aHAMHE3 XMMHOTEPANUHU (32 UCKIFOUEHHEM TI'eCTALMOHHBIX YCIOBHH) TN
JIy4€BOH TEepaInH.

Texymee wim nporwioe (3a 1 rox 10 paHAOMH3ANUN) 3JI0YNOTPeOICHUE aIKOTOJIEM HITH
HApKOTHKAMH.

Texymee (mpouwtsiii Mecsity) ynorpednenue oosee 14 eqrHNUL aKOroist B HEAEO (OQHA
€IMHUIIA SKBUBAJIEHTHA 12 KUAKUM YHIHMSAM OObIYHOTO nuBa (5% ankoros), S5 sKUAKUM
yHImsiM BuHA (12% ankorosst) win 1,5 sxunkum yHIusIM 80-TpayCHOTO KpPerKoro
cnupTHOrO Hanutka (40% ankoroJs).

Tekymas win npouutas (3a 3 Mecsina 10 paHAOMH3ALMH) MPUBbIYKA KypUTb Oosee 10
CUTaper B JeHb.

U3BecTHas TUNEPYYBCTBUTEIBHOCTh K JIEOOOMY aKTHBHOMY HWHIPEIUEHTY WJIH
BCTIOMOTATEIbHBIM BELIECTBAM B MPOAYKTAX MEIULIMHCKOTO HA3HAUEHHSI, TIPUMEHSIEMBIX
B 5TOM UCIIBITAHHH.

Jroboe W3BECTHOE KIMHHYECKOE COCTOSIHHE, KOTOopoe Oyner mpensiTCTBOBAaTh
NPUMEHEHUIO COEIMHEHUI Ha OCHOBE 3CTPOr€HA I IPOTeCTHHA.

[Ipenpinyinee yqactre B 3TOM UCIIBITAHHH.

[TpumeHeHne TFOOBIX HE3aperuCTPUPOBAHHBIX UCCIIENYEMbIX JIEKAPCTBEHHBIX CPEICTB B

TCUCHUE ITOCICAHUX 3 MECCALCB 40 PaHAOMH3allUuN.
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IIpumep 2. Pangomu3supoBaHHOe [ABOiiHOe cJjenoe Muanedo-KOHTPOJIHpyemMoe
MHOIOLEHTPOBOE€  HMCHBITAHHE ¢ MNapajieJbHbIMH TIpynnamMd AJsi  H3yYeHHusi
3¢ppexTuBHOCTH H Oe3onacHocTH FE 999049 npu koHTpoaupyemon

CTUMYJSIUMH SIMYHHUKOB Y JKeHIIMH B Bo3pacte 18-34 mer, moasepraromuxcs

BCIIOMOraTeIbHOH PeNPOAYKTHBHON TEXHOJOTHH

Bri6op 10361

O6ocuoBanwue Bbidbopa 12 mxr FSH st 3T0# rpynmnbsl mauueHTOB OOBSICHIETCS B pasnene
"Beibop no3el" mpumepa 1. ABTOpBI HACTOSIIErO W300PETEHHUS OXKHUAAKOT, YTO HCIBITAHHE
IPOAEMOHCTPUPYET, YTO MPOTOKOJ JA03UPOBAHUSI MAKCUMH3UPYET KaK BBIXOJ OOLIUTOB, TaK U
UTOTOBbIE 3HAYECHUS KYMYJITUBHOW YacTOThI HACTYIUICHUS OEPEeMEHHOCTH NPU COXPAHEHHUH
6e3omacHocTh. [IpoTOKON Takke MpPeayCMaTpPHBAET KOMITO3ULIMIO IJISL JIEYEHUs MALlHEHTOB C
BBICOKUM OTBETOM IIOCPEICTBOM TNPUMEHEHUs! (pakTopa 3amycka OBYJISILHH, SIBISTFOIIErOCS
aronricroM GnRH, 1 UKJIOB epeHoca TOJNbKO KPHOKOHCEPBHUPOBAHHBIX SMOPHUOHOB JJISI STHX
NalEeHTOB.

METOJ0JIOI'ust

Oro Oyzmer paHIOMU3UPOBAHHOE [BOWHOE CJENoe  IUanebo-KOHTPOIHPYyeMOoe
MHOTOLIEHTPOBOE HCIBITAHHE C MapauleJIbHBIMU TPYINIAMHU AN OLEHKH 3(PQPEKTUBHOCTH U
6e3onacHoctu nony4yenus npenapara FE 999049 na ocnose rFSH y cyObekToB B Bo3pacTe 18-
34 ner, mMOABEprarOLIMXCS KOHTponupyemoil crumymsauun simaHukoB s IVF/ICSI mo
IPOTOKOJIy C AHTarOHUCTOM TroHagoTponuH-puiamsuHr-ropmona (GnRH).  Ilepsuunoi
KOHEYHOH TOYKOM SIBIISIETCS KYMYJIITHBHASI YAaCTOTA HACTYIUICHUS] OEPEMEHHOCTH TMOCJIE LIUKJIa
C TMPUMEHEHHEM CBEXHX 3MOPHOHOB M LMKJIOB C NPUMEHEHHEM KPHOKOHCEPBHUPOBAHHBIX
SMOpPHOHOB, HAuUaThIX B TEYEHHE 12 MecsAleB C Hadaja KOHTPOJHPYEMOW CTUMYJISLIUH
AUYHUKOB. TakuM 00pa3oM, HCIbITAaHHE MpPEAHA3HAYEHO Ui OoJjiee IMOJIHOTO OIpenesIeHHs
KJIMHUYECKOH 3((EKTUBHOCTH OIHOrO IMKJIA KOHTPOJIUPYEMOH CTHMYJISILUU SIUYHUKOB
MIOCPEICTBOM OTCJICXKHBAHUS PE3YJIBTATOB KaK IMKJIA C TPUMEHEHHEM CBEKHX HYMOPHOHOB, TaK
U TOCIENYIOMUX IUKJIOB C MPUMEHEHHEM KPHOKOHCEPBHPOBAHHBIX SMOPHOHOB. BTOpHuHBIE
KOHEYHblE TOYKH BKJIIOHAIOT (hapMakoguMHaMudeckue mnapamerpel neiictBuss FSH, a Takxke
napameTpel 3PQPEKTUBHOCTH M O€30MaCHOCTH, CBA3aHHBIE C KOHTPOJUPYEMOH CTUMYJISILHUEH
AUYHUKOB M3 I[HKJIA C NPUMEHEHHEM CBEXUX 3MOPHOHOB M IMOCIENYIOIIUX LHUKJIOB C
NPUMEHEHNEM KPUOKOHCEPBUPOBAHHBIX YMOPHOHOB.

Kontpoaunpyemasi cTumyqasiiusi SIMYHHKOB H LHUKJ ¢ TPHMEHEHHEM CBeKHX

3MOpHOHOB
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CyOBexTsl OyayT MOABEPrHYTHl CKPUHUHIY B TedueHue 90 nHeW 10 paHAOMH3ALMH B
OTHOLIEHUU COOTBETCTBUS KPUTEPUSAM BKJIIOUEHUS U UCKIIFOUEHHs. DTU KPUTEPUH aHAJIOTUYHbI
KpUTEepUsIM B npumepe 1, 3a UCKIFOYEHHEM KPUTEpHsl BKJIKOUEHHS 3. B 5TOM HUCIBITAHUU B
npuMepe 2 TalUeHTaMU SIBJSIFOTCSl JKEHIUHBI B IpeMeHomnay3e B Bospacrte 18-34 ier.
CyObexkram momkHO ObITh He MeHee 18 ner (Bkimrouast 18-i neHb POXXKAEGHUs) HA MOMEHT
noanucaHusi HGOpMUPOBAHHOTO cornacust 1 He Oosee 34 ner (no 35-r0 AHA POKAEHUS) HA
MOMEHT paHgoMu3zaumu. Ha 2-3 7geHb MEHCTPyaJbHOrO IUKJIA CyObeKTbl OyayT
pannomusupoBanbl B cootHomennu 10:1 xk FE 999049 wnu mmanebo u Oyner Hadarta
KOHTpOJNMpyeMasi CTuMyJisinusi  ssudHuKoB. FE 999049 w mmanebo OyayT BBOIUTHCS
CaMOCTOSITENIbHO TIOAKOKHO C IPUMEHEHHEM IIpelBapUTENbHO 3aIOJHEHHOW PpYYKH IS
WHBEKLUN.

CyOBeKThl, KOTOPBIM Ha3HaueHO JieueHue ¢ nomompio FE 999049, Oynyt momydats
HAYaJIbHYI0 703y, COCTaBJSIIOINYIO 12 MKr B J€Hb, (PUKCHPOBAHHYIO B TEUEHHE NEPBBIX
4yeTblpex JHel cruMyisinun. Ha OCHOBaHMM OTBeTa SIMYHUKOB 1032 MOXKET OBITh
CKOPPEKTHUPOBAHA Ha 3 MK, IIPH 3TOM YBEJIUYEHHUs O3Bl OCYLIECTBIIAIOTCS HE yallle, YeM OAUH
pa3 B 2 nOHs, WWIM YMEHBIIEHHWsS I03bl OCYIIECTBIIAIOTCS IO PEIICHUIO HCCIENOBATEINS.
MuHuManbHasi CyTO4Hasl 4032 COCTABJAET 6 MKI, & MAKCHMaJibHasi CyTOYHAs 103a COCTABJISIET
24 wmkr. Y cyOBeKTOB, KOTOPBIM Ha3HaueHO Iutanebo, Ha pydke Al HUHBbEKUUH Oyner
YCTAHOBJIEHO TakKoe k€ 3HadyeHue (nos3a), kak eciau Obl BBOmMIOCh FE 999049, CyObekToB
MOKHO JieduThb ¢ iomMolibio FE 999049 wnu nnanebo B Tevenne makcumym 20 aaeid. Otcpouka
CTUMYJSILIMM  OBYJBILIMK, TPUMEHEHHEe aroHucra podamMuHa wWiau Jo00ro  Apyroro
JIEKapCTBEHHOI'O CPEACTBA [UIs MPEAYNpPEeKIeHUs paHHero CHHAPOMA TUIEPCTUMYJIISLUN
sugHnkoB (OHSS), 3a wuckmouenuem aronucra GnRH pns 3amycka OKOHYATENbHOTO
co3peBaHus (HOJUTHKYJIOB, HE JOMYCKAKOTCS.

B xome crumymsinmu  CyOBEKTBI  OyAyT — KOHTPOJHPOBATBCS — MOCPEICTBOM
TPaHCBarvHaJbHOIO YJIbTPAa3BYKOBOI'O HCCIENOBAaHMS B JHU cTUMyJsauuu 1 u 5, a 3atem mno
MeHbIIEeH Mepe Kakablii BTopoii neHb. Kornma Bepymuil gosuukyn nocruraer auamerpa > 14
MM, TPAHCBAarvHAJIbHOE YJIbTPA3BYKOBOE HCCIENOBAaHUE OyIeT BBINOJHATHCS €XemHeBHO. s
NpenynpekaeHus MPEeKIEeBPEMEHHOro BbIOpoca JroTemHusupyromero ropmona (LH)
npumeHenne 250 mkr antarorncta GnRH (ranupenmkce anerat, GANIRELIX®, Merck Sharp
& Dohme) Oynmer Hayato B A€Hb S5 CTHUMYJSILUU IJIsI CyOBEKTOB C > 3 (OJUIMKYJIAMHU
nuameTpoM > 10 mm. CyOBeKThl, KOTOpbIE HE OTBEUAIOT 3TOMY KpuTepuro aHTaronncra GnRH
B JIeHb 5 CTUMYJISIUU, OyIyT MPOAOIIKATh HAOMIONATHCS MO MEHbIIEH Mepe KaKIbli BTOPOH

neHb U mnpumeHeHue anraroHucra GnRH Oyner Havato, Korma/ecnu — KpUTepHid
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ynosierBopsiercs. Ilpumenenne anraronncra GnRH Oymer mponmomxkarbcss B TEUEHHE BCETO
nepuoaa CTUMYJIILMU. 3aMyCK OKOHYATEJIbHOIO CO3peBaHus (POJUTMKYIIOB OyIEeT OCYINeCTBIIEH,
KaK TOJIbKO Oyner obHapyskeHO > 2 dosuukynos auamerpoMm > 17 mm. Ecniu umeercsa < 20
¢domnukynoB nuamerpom > 12 mm, Oyaet BBeneno 10000 ME venoBe4eckoro XOpHOHHYECKOTO
roHanorpornuHa (hCG; NOVAREL®, Ferring Pharmaceuticals). Ecaun wumeercas > 20
bomnukynoB fuaMeTpoM > 12 MM, WM KOHLIEHTpPALUS 3CTPaguosa B CBIBOPOTKE Kposu > 3000
nr/mMa (mectHast Jjabopartopusi), To Oymer BBemeHo 4,0 mr aronucra GnRH (auerar
nevinpoiuna, LEUPROLIDE ACETATE, Sandoz) u mepeHoc cBekell OmacTonucTsl Oymer
orMmeHeH. Ecnu nocne 8 nHel CTUMYJISILUN UCCIIeA0BATENb PELIUT, YTO KPUTEPUH 3aIlyCcKa BpsiA
au Oymer mocturHyT ko mHIO 20, mukn Oymer orMeHeH. Ecnmu kputepuil 3amycka He Oyner
cobmroner nocie 20 THel CTUMYJISIIUH, LUK OyAeT OTMEHEH.

U3Bneuenne oouuToB OymeT OCyLIecTBiIeHO uepe3 36 4 (£ 2 4) mocie 3amycka
OKOHYATEJIbHOTO CO3peBaHuUs (POJIIIMKYJIOB, M OOLHUTHI OYAYT OIIOAOTBOPEHBI ¢ oMombsio [VF
win [CSI uepes 4 gaca (£ 1 4) nocne m3Bieuenus. CrnacarenpHast ICSI He nomyckaercs. byner
OLIEHUBATBCSA  OIUIONOTBOpEHHME U pasButue -HMOpuoHa. [l cyOBekToB, KOTOpBIE
MOJIBEPTalOTCs 3aIyCKy OKOHYATENBbHOro co3peBaHust QosuukyiaoB ¢ nomoupo hCG u y
KOTOpBbIX wu3BJeueHO < 20 OOmUTOB, mHepeHOoC OyaeT OCyIecTBJeH B JeHb S5 (cramus
OacToLMCTBI) TOCJE H3BJIEUYEeHUs oonMTOB. Bcem cyObekTam Oyner mepeHeceHa OnHa
OyacTonucTa CaMOro BBICOKOTO Ka4eCTBa M3 JOCTYIHBIX, & OCTABLIMECS OJaCTOLUCTHI OyayT
KPHUOKOHCEPBUPOBAHbI MOCpeAcTBOM BuTpupukaumu. s cyOvexktoB ¢ > 20 oouutammy,
u3BjIedeHHbIME 11ocie BBeneHus hCG, u s cyOBEKTOB, KOTOpBIE IOABEPralOTCS 3AMyCKY
OKOHYATEJIbHOTO CO3peBaHMsl (POJUTMKYJIOB ¢ momoubio aronucra GnRH, mepenoc He OyayT
OCYIIECTBIISITh B LIUKJIE C MPUMEHEHUEM CBEKEro SMOPHUOHA, M BMECTO 3TOTO OJACTOLIUCTHI
OyyT KPUOKOHCEPBUPOBAHBI.

CyOmBexTy, KOTOpBIi TEPIHUT HEyAa4dy B AOCTHXKEHHH KPUTEPHUS 3aMyCKa M3-3a IIOXOTO
OTBETAa SIMYHUKOB WJIH Y KOTOPOro M3BJIEKIM < 3 OOLMUTOB, OyAyT NPEASIOKEHBI
MeIMKaMEHTO3HOe JiedueHne U (uHaHcoBas noanepkka anst mukia ART ¢ omoOpeHHBIM
IpenapaToM Ha OCHOBE MOHAJOTPOIMHA BHE UCIIBITAHUS.

Barunaneable BcTaBku ¢ mporectepoHoM (mporectepoH, ENDOMETRIN®, Ferring
Pharmaceuticals) B pmose, cocraBmiromeii 100 mr tpu pasa B nenp (TID), Oymyr
NPEAYCMOTPEHBI Ui MOAAEPKKH JIFOTEMHOBON (pa3bl CO JHS TOCHE U3BJICYEHHS OOLUTOB U
OyayT mpomoiKaThCs 0 MEHCTPyalHi, OTCYTCTBHUS BBIABJICHHOTO YeJIOBEYECKOTO
XOPHUOHUYECKOro roHafgorponusa B (tect ans BoisiBneHus PhCG), BrIkUabIIa UK 10 TEX TOP,

IMOKa TeKylias 6epeMeHHOCTb HE NOATBEPIKACHA JOKYMCHTAJIbHO.
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Uepes 10-14 nneit mocne mepeHoca Oymer mpoBeaeH TecT it BoisiBieHuss PhCG B
CBIBOPOTKE KPOBH, KIMHHYECKAs W BUTAIbHas OEpPEeMEHHOCTb OyJeT NOATBEepXkIeHa C
MOMOIIBI0 TPAHCBAarMHAJIBHOIO YJBTPA3BYKOBOTO HCCIEAOBaHMsA depe3 5-0 Henenb IOCHe
HepeHoca, M Tekylas OepeMeHHOCTh OyAeT MOATBEepPKACHA C MOMOLIBI0 TPAHCBATMHAIBHOTO
Wi a0IOMUHAIIBHOTO YJIBTPa3BYKOBOT'O UCCIIEIOBAHNUS yepe3 8-9 Henelnb rmocie nepeHoca.

Huxabl ¢ npuMeHeHHeM KPHOKOHCEPBHPOBAHHBIX YMOPHOHOB

HcnpiTaHne OXBAaTHIBAET LUKJIbI C TPUMEHEHHEM KPHOKOHCEPBUPOBAHHBIX 3MOPHOHOB,
HayaTble B TeUeHUEe 12 MecsleB Mocje Havajla KOHTPOJUPYEMON CTUMYJISILUU SSIMYHUKOB. JLJis
mob0oro muKiIa C MPUMEHEHHEM KpPHUOKOHCEPBUPOBAHHBIX 3MOPHOHOB MOXKHO BBIOpATh
MIPOrpaMMUPYEMBbII UIH €CTECTBEHHBIN LIUKIL.

JIro6oit mporpaMMHUPYEMBbIi LUK ¢ IPUMEHEHUEM KPHOKOHCEPBUPOBAHHBIX SMOPHOHOB
Oymer HayaT B TeueHHe 3 IHEH Mocje Hadaja MEHCTPyaluil ¢ BBEOEHHEM 3CTPagvoja
(ESTRADIOL Tablets USP, Teva Pharmaceuticals USA, Inc.) B go3e, cocrapisiroimeii 2 mr
TID nmm 3 mr aBa pasa B aeHb (BID) (wm 3 mr TID Ha ycMoTpeHue uccienoBaTens, eciiu
OBUIO POIEMOHCTPUPOBAHO, YTO CYTOYHAS /1032, COCTABIISAIOMIAs 6 MT, ObUIa HEAOCTATOUYHON B
npenpinymeM uukie). Ecnu mocne 10-12 gHe#t iedeHust 3CTPaHoIOM TOJIIHMHA SHIOMETPUS
cocTaBiisieT > 8 MM, CyOBeKT OyAeT HauMHaTh €KeHEeBHbIe BHYTpUMbIeuHble (IM) nabexkunn
50 mr nmporecrepona (PROGESTERONE Injection USP, West-ward Pharmaceutical Corp umu
Watson Pharma, Inc.) B TeueHue cneayromux S5 qHel B COUETAHUU C JIEUEHUEM SCTPAAHOJIOM.
VY nbpTpa3BykOBOE HCCIIEJOBAHHE MOKHO IOBTOPUTb B TeueHUE 7 IHEH, €ClIu KPUTEepui
TOJIIMHBI SHAOMETPHsl He coOyogaercs. B mporpamMMmupyeMbix LHMKJIAX € MPUMEHEHHEM
KPUOKOHCEPBHUPOBAHHBIX 5MOPHUOHOB MEPEHOC OJHOW OJIACTOLMCTBI CaMOTrO  BBICOKOTO
Ka4ecTBa M3 JOCTYIMHBIX OyIET OCYINECTBJISATHCS B JA€Hb O OT Hadaja MpUeMa MpOorecTepoHa
NOCJI€ HArpeBaHWs M OLEHKH BBDKHMBAEMOCTH W TMOBTOPHOTO YBEJIWYEHHUS OJIACTOLUCT.
IMonnepskka motenHoBoi (a3bl (3cTpaguon u IM mporectepoH) OynmeT MPOAOIKATHCS IO
MEHCTpPYAaLHid, OTPULATENILHOTO pe3yJibrara Tecta B oTHoumeHnd BhCG, BBIKMIBIIIA WITH 0 TEX

TIOp, TIOKa TeKyIasi 0epeMeHHOCTh He TIOATBEP KIeHA JOKYMEHTAIbHO.

JIro00i1 ecTeCTBEHHBIN LIMKJI C TPUMEHEHHEM KPUOKOHCEPBUPOBAHHBIX YMOPHUOHOB OyeT
Ha4vaT depe3 7 AHEH Mociie Havajga MEHCTPyalnid ¢ exkeqHeBHbIM HabmoneHneM yposHsi LH B
moue cyOopekToM. Ha crnemyrommii neHp mocne moaTBep:knaeHus: BeioOpoca LH mocpencrsom
BbIsiBNIeHNss LH B chIBOpOTKE KpOBU (MeCTHas J1abOpaTOpHsi) U TONIIHMHBI SHAOMETPUS > 8 MM
CyOBbeKT OyZeT HauMHATD MOAAEPIKKY JFOTEMHOBON (ha3bl ¢ MOMOIIBIO BArHHAJIBHBIX BCTABOK C

nporecteponoM  (mporecrepod, ENDOMETRIN, Ferring Pharmaceuticals) B nmose,
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cocrasysiromier 100 mr TID. B ecrecTBeHHOM LMKJIE ¢ IPUMEHEHUEM KPUOKOHCEPBUPOBAHHBIX
SMOpPHOHOB NMEPEHOC OJHON OJACTOLMCTBI CAMOTO BBICOKOTO Ka4decTBa M3 JOCTYIHBIX Oyaer
OCYIIECTBIIATECS B AeHb BbIOpoca LH +7 mocne HarpeBaHMs W OLIEHKH BBDKHBAEMOCTH U
MOBTOPHOTO yBenuueHus Onacromuct. [loanmepskka JrOTenHOBOH (a3l  (BaruHaJIbHBIN
nporecTepoH) OyZeT MPOAOJDKAThCA A0 MEHCTPyalMH, OTPULIATENIBHOrO pe3yJibTaTa TecTa B
orHomiennu PhCG, BbIKUABIIA WM 1O TeX IOp, MMOKa TeKymas OepeMEeHHOCTb He
MOATBEPKIEHA JOKYMEHTAJIBHO.

HecnocoOHOCTh K JOCTHIXKEHHIO TOJIIMHBI SHAOMETPHS > 8 MM B MEPBOM ILHKJIE C
NPUMEHEHHEM KPHOKOHCEPBHPOBAHHBIX ASMOPHOHOB TPUBENET K OTMEHE LHKJIA, W B
nporpammupyemsix nukiax BeeaeHue 100 mr nporecrepona IM (PROGESTERONE Injection
USP, West-ward Pharmaceutical Corp mimu Watson Pharma, Inc.) nyist ”HAyKIIMH KPOBOTEUEHHSI
OoTMeHbl. B mocnenyromux OUKIax ¢ NPUMEHEHHEM KPHOKOHCEPBHUPOBAHHBIX 3MOPHOHOB
nepeHoc OJacTOIHMCThI MOKHO OCYINECTBJIATh HE3aBHUCHMO OT TOJIIMHBI SHAOMETPHUS Ha
YCMOTpPEHHE UCCIIEAOBATENS.

Kak B mnporpaMMupyembIX, Tak M B €CTECTBEHHBIX ILHKJIaX C IPUMEHEHUEM
KPHUOKOHCEPBUPOBAHHBIX 3MOpHOHOB 4epe3 10-14 nHell mocie nmepeHoca OCyIecTBIETCs TECT
nns BbisiBieHus: BhCG B CBIBOPOTKE KPOBH, KJIMHUYECKAs U BUTAJIbHAs OEpEMEHHOCTb Oyaer
NOATBEPIK/IEHa C MOMOINBI0 TPAHCBATMHAJIBHOIO YJBTPA3BYKOBOIO HCCIEAOBAHUS uepe3 5-6
HeZeNb MOCie MepeHoca, W TeKymas OepeMeHHOCTh OyneT MOATBEpXKIeHa C IMOMOLIBIO
TPaHCBarHHAJIBHOTO WM a0JOMHHAIBHOTO YIBTPa3BYKOBOIO HCCIIEAOBAHUS uepe3 8-9 Hexmenb
1I0CJIe MepeHoca.

ITocne 3aBEPIIEHUS UCTIBITAHUS CyOBbeKTy pasperaercsi NPUMEHSITh
KPHUOKOHCEPBUPOBAHHBIE OJIACTOIMCTHI B COOTBETCTBUH C MECTHBIMH PEKOMEHIALMSAMHU /TN
UHCTPYKLUSIMU.

Bce cyObekThl ¢ Tekylieidl OepeMeHHOCTbIO, HACTYMHBINEH B ILUKJIE C MPUMEHEHHEM
CBEXXMX SMOPHOHOB WJIM B LHUKJIAX C NPUMEHEHHEM KPHOKOHCEPBHPOBAHHBIX 3MOPHOHOB,
HAauaThIX B TeUeHHE |2 MecsleB ¢ Hadaja KOHTPOJUPYEMOH CTHUMYJSILIHUU SIMYHUKOB, OyayT
HabJIFOTaThCs A0 poaopaspelieHus st coopa nHGpopMaIu O 4acToTe JKUBOPOXKAeHH. bonee
TOTO, Oynyt coOpaHsI JaHHbIE 0 HEOHATAJIbHOM  37IOPOBBE, BKJTFOYAsI
HE3HAUNTENIbHbIE/3HAUNTENbHBIE BPOJKACHHBIE AHOMAJIUH, TIPU POXKACHHUH, uepe3 4 Hexmenu u 1
T'OZ1 TIOCTIE POXKICHUSI.

ITPUMEP 3 — REKOVELLE®

REKOVELLE® npencrasisier coboit pexomOunaHTHbIM FSH, skcmpeccupyembiii B

muana  knerok  PER.C6", CKOHCTPYHPOBAHHON C TIOMOIIBIO CIOCOOOB, PAacCKPBITBIX B
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WO02013/020996 u W0O2009/127826A. ObnanareiseM perucTpaliOHHOTO pa3pelleHus s
REKOVELLE® sBusiercss xommanms Ferring Pharmaceuticals A/S, pacronoxennas B Kay
Fiskers Plads 11, 2300 Konenraren S, [anus, u on goctynedH B UK B xommnanuu Ferring
Pharmaceuticals, pacrnonoskennoii B Drayton Hall, Church Road, 3ananueii [Ipeiiron, UB7
7PS, UK. AxtuHbiM BemectBoM B REKOVELLE® susercs (GomUTPONMH JenbTa
(FE999049). REKOVELLE® cuibho CHAJIMPOBaH M BKJIOUaeT 02,3- U 02,6-CHaIupOBaHUE,
npu 3ToM npudbmusutenbHo  85-90% or ofmero cuanupoBaHHS —COCTaBisieT 02,3-
cuanupoBanue, W npubmu3uTenbHo 10-15% oT ofmmero cuaaupoBaHUs COCTaBISIET O2,0-
CUAJTMPOBAHHUE. REKOVELLE® MpenCTaBisieT COOON MPO3paYHbIA 1 OECLBETHBIM PACTBOP IJIsI
uHbeKUni. OIUH MAJUTHJIUTD PACTBOPA COAEPKUT 33,3 MUKpOrpamMMa (pOJUTUTPOIHHA IeTbTa B
KXXIOM MWUIHIIUTPE pacTBopa. JpyruMu MHrpeaueHTamu sBisitoTcest penon, mommcopodar 20,
L-mernonnH, pekaruzppar —cyibdarta HaTpus, Jojekaruapar auHatpusi  docdara,

KOHIIEHTpUpOBaHHast (HocopHast KUCIIOTA, THAPOKCH HATPHUS U BOJIA TSI UHBEKIIHH.
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Brilie B TaHHOM NOKYMeHTe ObLIM PACKPBITHI KOMITO3ULIMK, KOMITO3UIIUU JJIsl TTPUMEHEHUS],
crocoObl MPUMEHEHUS U CIOCOOBI (HampUMep, CIIOCOOBI JIEUEHUs), ONpeeSICHHbIE B CIEAYIONINX

NPOHYMEPOBAHHBIX ad3arax:

1. Komnosunus, coxepramiasi peKOMOMHAHTHBIH (DOJUTMKYJIOCTUMYJIUPYIOIIUNA TOPMOH
(FSH), nns npumeHeHMs Ui JieueHUs OeCrulonusl y MauueHTa B Bo3pacte > 35 jer, rae
KOMITO3ULIMSI TTpEeHA3HAUeHA JJIsl BBEEHUs B (HampuMep, HavaJbHOI) 103€, cocTaBisromei 15
MK pekomOuHanTHOro FSH B nenb, unm (Harmpumep, HadaibHOI) 103€, SKBUBAJIEHTHON 3TON

Aa03¢€.
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2. Komnosunus aist npuMeHeHus s JieueHus1 OeCIIONus y MalueHTa B Bo3pacTe > 35 e,
r€ KOMIO3ULUS CONEPXKUT (HANpUMeEp, HavajbHYI0) J03y, COCTaBJSAIOLIYIO 15 MKr
pexoMOMHAaHTHOTO (osuukynoctumyimpytomero ropmona (FSH) B nenp, mnu (Hampuwmep,

HauaJbHYIO) 103y, SKBUBAJIEHTHYIO 3TOH J103€.

3. Komnosuuumss pans npumenenuss mo abzauy 1 wim abzany 2, rae KOMIO3HUIMSA
npeqHa3HAaYeHa Il BBeINEHUs B (Hampumep, Ha4dajbHOW) Ja03e, cocTaBisitomed 15 Mkr

pexomOunanTHoro FSH B neHb.

4. Komnosunus, copeprkariast peKOMOMHAHTHBIN (POJUTUKYIOCTUMYJTUPYIOIIUI TOPMOH, ISt
NPUMEHEHUsT Uil JIedeHusl OeCIutonusl y MaluueHTa B BO3pacTe > 35 yeT, rae KOMITO3ULHS
NpeAHa3Ha4YeHa Ul BBEICHHMS B HAYAJIBbHOW J03€, COCTABIIAIOLIEH 15 MKr peKOMOMHAHTHOTO
FSH B neHb, rae HavanbHas [03a BBOJAWUTCA B [0 MeEHblIEHl Mepe JAeHb | JedeHus
(IpennouYTUTENRHO B IO MEHbLIEH Mepe AeHb | u aeHp 2 nedeHws, Oojee MPEeanOYTUTENBHO B
KOKABbIA u3 qHell 1-4 nedeHus), rae HeoOs3aTeapbHO 1032 (1) YBEIMYMBAETCS 3a CYET MEPBOTO
MIOLIAroBOTO YBEJMUEHHUs 036l HA 3 MKT pekomOnHanTHOro FSH B nmro6oit mocnenyrommii n1eHp
neueHust; W/uiau (11) YMEHbIIAETCS 32 CUET MEePBOro IMOIIArOBOTO YMEHBIIEHHS J03bI HA 3 MKT

pexombuHanTHOrO FSH B mo0oit mocnenyromuii 1eHb JieueHus.

5. Komnosuuus nnsi npumeHeHus: mo abzany 4, rae A03a COXpPaHSeTCs Ha YpPOBHE

Ha4aJIbHOM JTO3bI B TEUEHHE BCErO nepuoaa JICHCHUA.

6. Komnosunus ans npuMeHeHus: o ad3auy 4, rae nepBoe MOIMIaroBOe YBEIHMYSHHE JO3bI
Ha 3 MKr pexomOuHanTHOro FSH ocymecTBisieTcst (a) ¢ MOCHEAyIOIUM IO MEHbIIEH Mepe
OJHUM IOTIOJIHUTEJbHBIM TOMIATOBBIM YBEJIMYEHUEM J03bl HAa 3 MKI pekomOuHaHTHOro FSH
Yyepes M0 MEHbIIIeH Mepe JIBa JTHS MOCJe MPeIbIIyIIero MomaroBoro u3MeHeHust 103bl;, u/miu (b)
C TOCJNEAYIOIIMM MO MeHbIIEH Mepe OJHUM IIOLIATOBBIM YMEHBLICHHEM J03bl HAa 3 MKI
pexomOuHaHTHOTO FSH 4Yepes mo MeHbIneil Mepe OAMH AE€Hb MOCIE MPEIbIAYIIero MoIaroBoro

HU3MCHCHHUA JO3bI.

7. Komnosunus st mpuMeHeHus o adsany 4, rae nepBoe MomaroBoe YMEHbIIEHHE 03bI
Ha 3 MKkr pekomOumHanTHOro FSH ocymecTBisiercst (a) ¢ mocneayromuM MO MEHbLIEH Mmepe
OJTHUM TIOIIArOBbIM YBEIUYEHHEM 103bl Ha 3 MKr pekomOmHanTHOro FSH depes mo menbliei

Mepe Z1Ba AHA IOCJe MPEbIAyIIero MomaroBoro u3MeHeHus 103bl, w/nm (b) ¢ nociaenyoumnm
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[0 MEHbLIEH Mepe OJHHUM JAOMNOJHUTENBHBIM ITOLIATOBBIM YMEHBIIEHUEM J03bl Ha 3 MKT
pexomOunanTHoro FSH yepe3 mo meHblnei Mepe ONMH JEHb MOCHE MPEIbIIyIero H3MEHEeHHS

AO3bI.

8. Komnosuuus st npuMeHeHus no ad3auam 4, 6 wiu ab3aiy 7, rae 103a yBeJTUYUBaeTCsI
JI0 MaKCUMAaJIbHON CyTOYHOM JO03blI, COCTABIJIAIOLIENH 24 MKI, WA CHUXKAETCS A0 MUHUMAaJbHON

CYTOYHOM JT03bl, COCTABJISIFOLLEHN O MKT.

9. Komnosunusi, coxepramasi peKOMOMHAHTHBIN (DOJUTMKYJIOCTHMYJIUPYIOIIHNA TOPMOH
(FSH), nns npumeHeHMs IJIsl JieueHHs] OECIUIOAMs Y TaLMEeHTa, HISHTU(UIUPOBAHHOTO KaK
Haxo[sALIEerocss B BoO3pacTe < 34 jer, rae KOMIO3MLUS MNpeAHAa3HA4deHa [Jis1 BBEACHUS B
(HampuMep, HadajgbHOW) No3e, cocTaBisromel 12 Mir pexkombunantHoro FSH B nensb, wim

(HarpuMep, HaYaIbHOI) 103€, SKBUBAJICHTHOM 3TOH 1103¢€.

10. Kommosummss st mpuMeHeHWsl Uil JledeHust  Oecruionmus Yy TAIHEHTa,
UICHTU(QULUPOBAHHOTO KaK HAXOMSIIErocss B Bo3pacte < 34 JjieT, rie KOMIO3UIUS CONEPIKHUT
(Harmpumep, HayaJbHYI0)  J103Y, COCTABJISAIOLIYIO 12 MKl  pEeKOMOMHAHTHOTO
dommukynocrumynupyomero ropmona (FSH) B penb, wnu (Hampumep, HadajdbHYIO) T03Y,

SKBUBAJIEHTHYIO 3TOU 103€.

1. Komnosuuuss s npumeneHuss no absany 9 winm ab3auy 10, rae KOMIO3HUIMSA
npeqHa3HAaYeHa I BBeNEHUs B (HampuMep, Ha4dajbHOW) Ja03e, cocTaBisitomed 12 Mkr

pexombunanTHoro FSH B neHb.

12. Kommnosunusi, conepskaiiasi peKOMOMHAHTHBIN (POJUTHKYJIOCTUMYJIUPYIOLIUH TOPMOH, JUIs
NPUMEHEHHUs] ISl JIedeHus1 OeCIutonusl y mauueHTa B Bo3pacTe < 34 JyeT, rne KOMITO3ULHS
npeIHa3HAaYeHa Ui BBEIEHUS B HAYAJBbHOH J103€, COCTaBstomed 12 MKr peKOMOHMHAHTHOTO
FSH B nenp, rme HawanbHas 1032 BBOAUTCA B IO MEHBIIECH Mepe IeHb | JedeHHs
(IpennouYTUTENRHO B IO MEHbLIEH Mepe AeHb | u aeHb 2 jeueHws, Oojee MPEearnOYTUTENBHO B
KOKIBIHA U3 AHeH 1-4 nedenHws), rae HeoOs3aTeIbHO 1032

(1) yBenmM4IMBaeTCs 32 CYET MEPBOrO MOMIANOBOrO YBEIMUYEHHS 103bl HA 3 MKI' PEKOMOMHAHTHOT'O
FSH B nmo06oit nmocneayomuii AeHb JISUSHUs;, 1/ UIH

(11) yMeHbIIaeTcs 3a CYET MEePBOTro MOMAroBOr0 YMEHbIIEHHS 103bl HA 3 MKI' PEKOMOWHAHTHOTO

FSH B nmo00ii nocnenyomuii AeHb JIEUSHMUS.
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13. Kommosunust st npuMmeneHuss mo absamy 12, rme no3a COXpaHsieTcssi Ha YpPOBHE

Ha4aJbHOM JT03bI B TEUEHHUE BCETO nepuoaa JCHCHHU.

14. Komnosuuus st npumeHeHus o ad3aiy 12, rae nepBoe MoaroBoe yBeJTHUEeHHE A03bI
Ha 3 MKr pexomOuHanTHOro FSH ocymecTBisiercst (a) ¢ MOCHEAYIOIMM IO MEHBIIEH Mepe
OJTHUM JIOTIOJIHUTEJIbHBIM TIOMIATOBBIM YBEJIMYeHUEM J03bl Ha 3 MKr pekomOunHaHTHOro FSH
yepes M0 MEHbIIIeH Mepe JIBa JTHS MOCJIe MPeIbIIyIIero MomaroBoro u3MeHeHust 103bl; u/wiu (b)
C TOCHEAyIOLIMM [0 MeEHbIIeH Mepe OJHUM IOLIATOBBIM YMEHBbIIEHHEeM IO03bl Ha 3 MKI
pexomOuHaHTHOTO FSH Yepes3 mo MeHbIneii Mepe OQMH A€Hb MOCHE MPENbIIYLIIero MoIaroBoro

HU3MCECHCHHS JO3bI.

15. Komnozunus ans npumeHerus mo ad3any 12, rae mepBoe momaroBoe yMEHbLUICHHE T03bI
Ha 3 MKr pekomOumHanTHOro FSH ocymecTBisiercst (a) ¢ MOCHeAyrOIUM IO MEHbIIEH Mmepe
OJHUM TIOIIArOBbIM YBEIWYEHHEM 103bl Ha 3 MKr pexkoMmOnHanTHOro FSH yepes mo meHbiiei
Mepe Z1Ba AHS IMOCJe MPEAbIAyIIero MomaroBoro u3MeHeHus 103bl;, /i (b) ¢ mociaenyomnm
[0 MEHbLIEH Mepe OJHUM J[AONOJHHUTENbHbIM IOIIArOBbIM YMEHBIIEHHEM J03bl Ha 3 MKD
pexomOunanTHoro FSH uyepe3 mo meHbluel Mepe OIHMH E€Hb MOCJE MPEIbIIyIero H3MEeHEHHs

AO3bl.

16. Komnosuuuss st mpumenenuss mo aO3amam 12, 14 wunm abGzauny 15, rme nosa
YBEJIMYMBAETCSA O MAKCUMAJIBHON CYTOYHOM JO3bI, COCTABIAOINEH 24 MKI, WM CHUXKAETCS 10

MHUHHUMAJIbHON CYTOYHOM J103bI, COCTABJISAIOIIEH 6 MKT.

17. Komno3unwus uisi MpUMeHeHus 1o Jrobomy u3 abzaneB 1-16, raoe nedenue Oecriiomus
BKJIFOYAET CTAIMIO OMpENesiCHUs] BO3pacTa MaLUeHTa W CTAJUI0 BBEICHUS OINpPENeeHHON 03Bl

pexomOunanTHOro FSH manmeHTy onpeneneHHOro Bo3pacra.

18. Kommosunust nnss  mpuMeHeHuss mo JoOoMy u3  mpensinymmx — ad3ames, TIe
pexomOmHaHTHBIE FSH  Brimouaer 02,6-cuanupoBaHue ©  02,3-CHaNMpOBaHHE, TI7€
HeoOs3arenpHO 1-50% oT 0b1mero cuaaupoBaHusi CoCTaBysieT 02,60-cuanuposanue, u 50-99% ot

00I11ero CHaJIMpOBaHUs COCTABISET 02,3 -CHATMPOBAHUE.
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19. Komnosunus ansg nmpuMeHeHHs MO JIIOOOMY M3 TNpenbIIymux adsames, e MarHeHT
crapiue 30 eT u/uinu paHee MoTepres Heyaady Ipu MPOXOKAEHUH MO MEeHbIIEH Mepe OIHOTro

HUKJIa JICUYCHUA Oecrutonusi.

20.  Komnosumust s MpUMEHEHHs MO JI0OOMY M3 MpeAbIIylIHuX ads3ales, e JIeueHHe
Oecrionusi AOTMOJHHUTEIBHO BKJIIOYAET W3BJIeueHUe (Hampumep, cOOp) OoUUTA(OOLUTOB);
OIJIONOTBOpPEHUEe  (Hampumep, OoceMeHeHue)  oouuTa(OOLUTOB); u  obecrneueHue

OIJIOAOTBOPEHHBIM OOLIUTAM PA3BUTHA OO CTaAUU 6.]'IaCTOL[I/ICTI:>I.

21. Komnosunus ans npumeHenus: no adzany 20, rae JedeHue Oecruionusi AONMOJHHTEIBHO
BKJIIOYAET OLIEHKY KadecTBa OJACTOLHCT, MOJYyYEHHBIX IIOCJE OIJIOAOTBOPEHMs COOPAaHHBIX

OOLUTOB.

22. Kommosumust st mpuMeHeHus: 1o JroOoMy M3 Tpenbinymux ab3aies, Tae JIeYeHHe
BKJIFOYAET CTAIMI0O HAOIONEHUs MAlMeHTa B OTHOIIEHHHM YPE3MEPHOro OTBETa Ha JICUEHHE
NOCPECTBOM HIEHTH(PHKALNY B X0/ JIeYeHHs manueHTa ¢ > 20 gosumkynamu guamerpom > 12
MM W/MJM KOHIIEHTpaLUeH 3CTpaanona B ChIBOPOTKE KpoBH > 3000 nr/mi, m He0oOA3aTeNbHO
BBeeHue nao03bl aronucta GnRH (mampumep, 4,0 Mr) mnamueHty, B XOAe JI€UEHHS
UCHTUQUIUPOBAHHOMY Kak umeromuil > 20 QommukynoB auamerpoM > 12 MM w/umm
KOHLIEHTPALIMIO SCTPAINOIA B CBIBOPOTKE KpoBH > 3000 mr/mut.

23, Komnosunust s NMpUMEHEHHs IO JI0OOMy M3 MNpeAblAylnx ad3aues, Iae JedeHue
Oecrionusi MpeaHa3HAYeHO AJISi PA3BUTUS MHOXKECTBA (POJUTUKYJIOB M OEPEMEHHOCTH MOCHe
nepeHoca CBEXKUX H/MIM KPUOKOHCEPBUPOBAHHBIX 3MOPHOHOB JKEHLIMHAM C OBYJISILHEH,

MOJIBEPTaOIIUMCSI BCIOMOTATENIbHOM pernpoaykTuBHOH TexHonoruu (ART).

24. Kommosunust misi mpuMeHeHusl 1o JIo00My W3 MpenbIayInux ad3ales, e JieYeHue
Oecruionus MpeIHA3HAYEHO JIJIsl ONTUMU3ALNN KYMYJISTUBHOHN 3(()EeKTUBHOCTH W/WIJIH CHUKCHHSI

pHICKa pa3BUTHA CHHIpOMA runepcrumyisinun suaankos (OHSS).

25. Croco® nedvenust Oecruionmsi y MalMeHTa »KEHCKOrO Iojla B Bo3pacTe > 35 e,
BKJIFOUAOLNI BBEACHHE PEKOMOHMHAHTHOrO (oyumMKynocTuMynupyomero ropmona (rFSH) B
nose, coctapisromieid 15 mkxr rFSH B nenp, unu no3e, SKBUBAJEHTHON 3TOW J03€, HAYMHAS CO

IHs 1 nedeHwyst.
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26. Crniocob mo abzany 25, rne rFSH BBomsaT B mose, cocrapisitomeii 15 mixr rFSH B nenb,
HauuHasi CO IHs | edeHus.
27.  Cnocob no ab3any 25, rae crnoco0 BKIOYAET:

BBeneHne rFSH B HauwanbHOH 103e, COCTaBjsiOmeld 15 MKr B JIeHb, B TE€YEHHE IO
MeHbLIeH Mepe 1-4 nHel,

HeoOs13aTeIbHO B JIFOOOM mocneayromuil neHb (i) yBenuuenue no3bl rFSH nocpencTsom
nouraroBoro yeenudenus: 103bl Ha 3 Mkr rFSH wnn (i1) ymensmenue nossl rfFSH nocpencrsom

MOIIarOBOTO YMEHbIIEeHHs 103bI Ha 3 MKT rFSH.

28.  Cmnocob mo ab3amy 27, rme no3y rFSH momnmep:kuBarOT Ha ypOBHE HAYAJBHOU JO3BI,

COCTaBJISAIOLIEN 15 MKT B IeHb, HA MPOTSKEHUH BCETO JICUCHHUSI.

29. Crniocob o ab3amy 27, rue momaroBoe yBeanueHue 1036l Ha 3 Mkr rFSH conpoBokmaroT
(a) IOTIONTHUTENBHBIM TOLIATOBBIM MOBBIIEHHEM 103bl Ha 3 MKr rFSH uepes mo menbiiei mepe
IBa IHS TIOCJIE TPEABIAYINEro IOLIArOBOrO YBeNWYeHHs A03bl wiu (0) momaroBbiM
yMeHblIeHneM 103bl Ha 3 MKT TFSH uepes mo meHblieit Mepe OANH JIeHb MOCJe MPeabIIyIIero

nomaroBOro yBEJIMUCHUA OO3bI.

30. Cnoco6 mo aGsamy 27, rme mnomaroBoe yMmeHblleHue na03bl Ha 3 Mkr rFSH
COIPOBOKAAIOT (@) MOIIAroBbIM MOBBIIeHNHEM 03kl Ha 3 MKT rTFSH uepes no menbLieit mepe aBa
OHS TOCT€ MpPEABIAYLIero IOMIaroBOr0 YMEHbIIEeHHs 103kl Wiu (0) JONMOJHUTEIbHBIM
MOLIArOBBIM yMeHbIeHHeM 103kl Ha 3 MKr rFSH yepes3 mo meHblinell mMepe OquH JeHb MOCHe

NpEAbIAYILICTO MOMAroBOro YMCHbUICHUA OO3bI.

31. Cnocob mo ab3amy 27, rme Ha MPOTSDKEHHH BCErO Kypca JICUEHUs] MaKCHMAaJIbHAs

cyrouHas no3a rFSH coctaBnser 24 MKT, a MUHUMAaNbHAs CyTOYHAs 7103 COCTABIISIET 6 MKT.

32, Cmocob mo ab3any 25, rae rFSH Brimrouaet a2,6-cuaaupoBaHue u 0.2,3-CHaTUPOBAHUE.

33. Cnocob mo abzamy 32, rme 1-50% ot obwmero cuamupoBaHHs COCTaBIET 02,0-

cuanupoBanue, 1 50-99% ot o01iero cuaTupoBaHMsI COCTABIISIET 02,3 -CHATTMPOBAHUE.

34,  Cnocob mo abzamy 32, rme 5-20% ot oOwmero cuanmupoBaHHs COCTaBIsIET 02,0-

cuanuposanue, 1 80-95% ot ol1ero cuaapoBaHUs COCTABIISIET 2,3-CHAIUPOBAHHE.
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35.  Cnocob mo abzamy 32, roe 50-80% ot oOmero cuanupoBaHHUs COCTaBiseT 02,0-

cuanuposanue, U 20-50% ot o01mero cuaarpoBaHus COCTABJISIET 2,3-CHAIUPOBAHHE.

36.  Cnocob no ab3amy 25, ZOMOJHUTENBHO BKJIIOYAMOLINH ONMpeAeIeHne BO3pacTa MalueHTa

nepen BBeaeHneM rFSH.

37.  Cnocob mo ab3amy 25, DOMOJHHUTENBHO BKIFOYAIOIIUN H3BJICYEHHE OOLMUTA(OOLUTOB);
OIJIOOTBOPEHUE oonuTa(OOLKTOB), obecrnieveHue pa3BUTHS
OTIOIOTBOPEHHOTO(OTUIOIOTBOPEHHBIX)  OOHUTA(OOIUTOB) A0 CTaAWH  ONAaCTOIMCTBI |

Heo0s13aTeNTbHO OLIEHKY KadecTBa 0J1acTOHCTHI(OIaCTOIHCT).

38. Croco6 mo abzamy 25, MONOMHUTENHHO BKJFOYAKOINMKA HAOMIOJACHHE TMalUeHTa B
OTHOIIEHUH YPE3MEPHOrO OTBETA HA JIEYeHHE U HeoOs3aTebHO BBeieHue 1036l aroHucta GnRH
MAIUEeHTY, UISHTU(PUIUPOBAHHOMY KaK MalMeHT, uMeromuii > 20 (HouukyioB guaMmeTpom > 12
MM H/WJH KOHIEHTPALUIO 3CTPAANOIa B CBIBOPOTKE KpoBH > 3000 mr/mut.

39.  Cmnocob mo ab3aiy 25, rae maluMeHT paHee MOTepres Heyaady NMPH MPOXOXKAECHUH I10

MEHbIIeH MEpPE OAHOIO LUKIIA JICHCHUS 66CHJ’IOI[I/I$I.

40.  Cnocob mo abzamy 25, roe crnoco® >¢¢exTHBeH A ONTHMHU3ALMU KyMYJISITHBHOW

3¢ PeKTUBHOCTH W/WIN CHIDKeHUs pucka passutus OHSS.

41. Cnocobd mo abzaumy 25, rme nedeHue OeCIUIOAMs MpPEOHA3HAYEHO Ui PA3BHTHUS
MHOKeCTBA  (DOJUTMKYJIOB W OEpeMEHHOCTH  TMOCNe  MEepeHoca  CBEKUX  W/WJH
KPUOKOHCEPBHPOBAHHBIX ~ SMOPHUOHOB  JKEHIIMHAM C  OBYJSIIHMEH, MOJBEPrarOI[UMCS

BCIIOMOTATENIbHON penponykTuBHOHN TexHonoruu (ART).

42. Crioco0 neueHust Oecrionust y MalMeHTa KEeHCKOTO ToJjia, WASHTU()UIIMPOBAHHOTO KaK
MAlMEHT, HaXOIIIMICS B BoO3pacTe < 34 JjeT, BKJIIOUAKOLINHA BBEIEHHE PEKOMOWHAHTHOTO
dommukynocrumyupyromero ropmona (rFSH) B nose, cocrasisiromeii 12 mxr rFSH B nens, umm
J103€, S5KBUBAJICHTHOM 3TOM J103€, HAUMHAS CO JHS 1 JIeueHHUsl.

43. Crioco6 mo ab3any 42, rme rFSH BBonmsaT B nose, cocrasistomeii 12 mkxr rFSH B nenb,

Ha'dHHasA CO JHA 1 neuenwus.
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44,  Cnocob no ab3any 42, rae crnoco0 BKIIOYAET:

BBeneHne rFSH B HavanpHOM 103€, cocraBisiromiell 12 MKr B JeHb, B TE€UEHUE IIO
MeHbLIen Mepe 1-4 nHen,

HeoOsi3aTeNbHO B JI0OOM nocienyrowmii aexb (i) ysenudenue no3el tTFSH mocpencTsom
NOIIAroBOro yBeauueHus 1036l Ha 3 MKr rFSH nnm (i) ymensmenue no3s! rFSH nocpencrsom

MOIIIarOBOTO YMEHbIIeHHs 103bI Ha 3 MKT rFSH.

45. Cnocob mo ab63amy 44, rme no3y rFSH nmomnmep:kuBarOT Ha ypOBHE HAYAJBHOU HO3BI,

COCTaBJISIOLIEN 12 MKT B IeHb, HA MPOTSX)KEHUH BCETO JICUEHUSI.

46. Crniocob o ab3any 44, rue nomaroBoe yBeanueHue 1036l Ha 3 Mkr rFSH conpoBosknaroT
(a) IOTIONTHUTENBHBIM TOLIATOBBIM MOBBIIEHHEM 103bl Ha 3 MKr rFSH uepes mo menbiiei mepe
IBa IHS TIOCJIE TPEABIAYINEro TOLIArOBOrO yBeNWYeHHs A03bl wiu  (0) momaroBbiM
yMeHblIeHneM 103bl Ha 3 MKT TFSH uepes mo meHbleit Mepe OauH AeHb MOCe MPEnbIAyLIEro

nomaroBOro yBEJIMUCHUA O03bI.

47.  Cnocobd mno abszamy 44, rme momaroBoe yMeHblleHHe 1036l Ha 3 Mkr rFSH
COIIPOBOKAAIOT (@) MOLIAroBbIM yBenndeHneM 103bl Ha 3 MkT 1FSH yepes no mensieit mepe aBa
OHS TOCTe TMPEABIAYLIero IOLIArOBOrO yMEHBbIIEHHsT 103kl Wik (0) IOMOJHHUTEIHHBIM
NIOLIAroBbIM yMeHbleHueM 103bl Ha 3 Mkr rFSH udepes mo meHblueil mMepe OnuH JeHb NOCIE

MpeabIAymero rnomaroBOro YMEHbIICHUA 103bI.

48.  Cnocob mo abOzaimy 44, rme Ha NPOTSDKEHUM BCErO Kypca JIEYEHHUs MaKCHMaJbHasl

cyrouHas no3a rFSH coctasnsier 24 MKT, a MUHUMAaJbHAsI CYyTOYHAsSI 103a COCTABJISIET 6 MKT.

49.  Cmnocob no ab63any 42, roe rFSH Bxirodaer a2,6-crnamupoBaHue U 02,3-CHaTupPOBaHUE.
50. Crniocob mo abzamy 49, raoe rFSH Brirouaer o2,6-crnanmupoBanue U 02,3-CHAIMPOBaHUE,
rne 1-50% ot obmero cuanupoBaHUsl COCTaBjsieT 02,6-cuanupoBanue, U 50-99% ot olmero

CHAJIMPOBAHMSI COCTABIIAET 02,3 -CHATTUPOBAHUE.

51. Cmoco6 mo abzaumy 49, rme 5-20% ot oOmero cHamMpoOBaHUS COCTaBIsET 02,6-

cuanupoBanue, 1 80-95% ot o01iero cuanrupoBaHus COCTABIISIET 2,3 -CHANNPOBAHHE.
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52. Cmoco6 mo abzany 49, rme 50-80% ot oO0mero cuamMpoBaHHUsS COCTaBIsIET 02,6-

cuanuposanue, 1 20-50% ot o01mero cuajanpoBaHUs COCTABJISIET 2,3-CHAIUPOBAHHE.

53. Cnocob mo ab3amy 42, TOMOJHUTENBFHO BKJIIOYAIOLINN ONpenesieHne BO3pacTa MalueHTa

nepen BeeneHueM rFSH.

54. Crnoco6 mo ab3amy 42, NMOMOJHUTENBHO BKJIIOUAOLIMNA HM3BJICYEHHE OOLMTA(OOLMTOB);
OIJIONOTBOPEHUE oouuTa(OOLKTOB), obecrnievyeHue pa3BUTHUS
OTJIOIOTBOPEHHOTO(OTUIONOTBOPEHHBIX)  OOUTA(OOIUTOB) A0 CTaAWH  ONAaCTOIMCTBI |

Heo0s13aTeNIbHO OLIEHKY KadecTBa 0J1acTOUCTHI(OIaCTOIHCT).

55. Crioco6 mo abzary 42, MONMOJHUTENHHO BKJIFOYAKOINMKA HAOMIOJACHUE TMalUeHTa B
OTHOIIEHUH YPE3MEPHOT0 OTBETA HA JIEYeHHE U HeoOs3aTeIbHO BBeieHHe 103bl aroHucta GnRH
MAIUEeHTY, UISHTU(PUIUPOBAHHOMY KaK MalMeHT, UMeromuil > 20 GoyutnKyoB tuaMeTpom > 12
MM H/WJH KOHIEHTPALUIO 3CTPANOIa B CBIBOPOTKE KpoBH > 3000 mr/mut.

56.  Cmocob mo ab3any 42, rae nanueHT crapiue 30 JeT WHuin paHee NoTepries Heyaady npu

MNPOXOXKACHUHU ITO MEHbIIICH MEPE OAHOI0 NUKJIA JICHCHUS 66CHJ’IOI[I/I$I.

57. Cnocob® mo aG3amy 42, rme cnocod 3(h(GeKTHBEH Ui ONTUMH3ALUHM KYMYJSITUBHON

3¢ PEeKTUBHOCTH W/WIN CHIDKeHUs pucka passutus OHSS.

58.  Cmoco®6 mo aGzany 42, raoe JjedeHue OECIUIONUS TNPENHA3HAYEHO ISl Pa3BUTHSA
MHOKeCTBAa  (DOJUTMKYJIOB U OEpPeMEHHOCTH  TMOCJe  MEpPeHOoCa  CBEKUX  W/WJIH
KPUOKOHCEPBHUPOBAHHBIX ~ SMOPHOHOB  JKEHIIMHAM C  OBYJSIIMEH,  IOJBEPrarOIIMMCS

BCIIOMOTATEJIbHON penponykTuBHOH TexHonoruu (ART).

59. Criocob neyenwst Oecruioanst y MaMeHTa JKeHCKOTO MOJTa, BKITFOYAFO IIHIA:
oTpesieNieHNe BO3pacTa MalHueHTa,

eciu BO3pacT NauueHra > 35 JeT BBEJICHHE PEKOMOMHAHTHOTO

2
dommukynocrumyupyromero ropmona (rFSH) B HawanbHO# no3e, cocrapisromeii 15 mxr rFSH
B JICHb, B TEUCHUE 10 MEHbLIEH Mepe 1-4 nHei,

eciu BO3pacT  MHauMeHra - < 34 JeT BBEJICHHE PEKOMOMHAHTHOTO

2

dommukynocrumyupyroiero ropmona (rFSH) B HauanpHOM n03e, cocrasisiromeit 12 mxr rFSH

B JICHb, B TEYEHUE 10 MEHbLIEH Mepe 1-4 nHei,
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HeoOs13aTeIbHO B JIF0OON mocneayroumil neHb (1) ysenmuenue no3sl rFSH mocpencTtsom
nouraroBoro ysenudenus 103bl Ha 3 Mkr rFSH wnn (i1) ymensienune nosst tfFSH nocpencrsom
NOIIArOBOrO YMEHbIIeHHs 103bl Ha 3 MKT rFSH,

I7le Ha MpPOTSDKEHUH BCEro Kypca JIedeHMs MakcuMmanbHas cyTodHas pno3a rFSH

COCTAaBJISIET 24 MKT, @ MUHUMAaJIbHasl CYTOYHAs 1032 COCTABJISAET 6 MKT.



Dopmyia n300peTeHust
1. Komnosunus, coxepxaiias peKOMOMHAHTHBIN (OJUIMKYJIOCTUMYJIUPYIOIIUNA TOPMOH
(FSH), nns npumeHeHMs Ui JieueHUs: OeCIulofus y MauueHTa B Bo3pacte > 35 Jjer, rae
KOMITO3HLIMS TIPEAHA3HAUeHA ISl BBEICHHS B (HAampuMep, Ha4aJbHOM) 03€, cocTaBisitomei 15
MKr pexomOuHantHoro FSH B nensb, nnu (Hanpumep, Ha4ajbHOW) 103€, SKBHBAJEHTHOH 3TOH

J03€.

2. Komnosunuus st npuMeHeHust TSt JieueHus1 OeCTIONUS Y TalleHTa B BO3pacTe > 35 e,
re KOMIO3MLIUS CONEPXKUT (HANPUMEpP, HAYaJbHYI0) J03y, COCTaBJSIIOLIYIO 15 MKr
pekoMOMHAHTHOTO (oJutukynoctumyimpytomero ropmona (FSH) B nenb, wim (Hampuwmep,

Ha4aJIbHYI0) 103y, SKBUBAJIEHTHYIO 3TOH J03€.

3. Komnosunusa ans npumeHeHus no n. | wim m. 2, rae KOMIIO3ULMs MpeAHa3HaueHa JJis
BBeJleHUs] B (HampuMep, Ha4daJbHOH) No3e, coctaBisiromeit 15 Mxr pekomOmHantHOoro FSH B

JCHBb.

4. Komnosunus, coxepxaiiasi peKOMOMHAHTHBIN (OJUIMKYJIOCTUMYJIUPYIOIIUNA TOPMOH
(FSH), nns npumeHeHMs Ui JieueHUs OeCIUlonusl y MauueHTa B Bo3pacte > 35 jer, rae
KOMIIO3ULIMSI TpeJHAa3HAa4Ye€Ha Ui BBENCHMUs B HAYaJbHOW J03€, COCTaBJAIOIIEH 15 MKr
pekomOuHanTHOro FSH B nenb, rae HadanbHasi 1032 BBOAUTCS B IO MEHbLIEH Mepe HeHb |
aedeHust (MPEONOYTUTENIbHO B MO MEHbIIeH Mepe OeHb | M JeHb 2 JjedeHus, Oouee
MPEINOYTUTENBHO B KAKABINA U3 MHEl 1-4 jedeHust), roe HeoOs13aTebHO 1032 (1) yBeTUIHBAECTCSI
3a CYUET MEePBOro MOLIATOBOIO YBeJNWYeHUs N03bl Ha 3 MKr pekomOuHanTHOro FSH B nro0oii
NOCJIENYIOUNA AeHb JiedeHus; w/uian (1) yMEHbIIAeTCsl 3a CYeT MEPBOro IOMIArOBOTO

YMEHBLICHHUs 103bl Ha 3 MKT pekomOnHanTHOrO FSH B mr060# mocnenyrommii 1eHb JIEYeHUsI.

5. Komnosunus nas mpuMmeHeHust 1o m. 4, rae 103a COXPaHsAeTCs Ha YPOBHE HAYaJIbHOMN

AO03bI B TCUCHUE BCETO MEPUOAA JICUCHUS.

6. Komnosunus 15 npuMeHeHus 1o I. 4, rae nepBoe MolaroBoe YBEIMYEeHHUE N03bl Ha 3
MKr pekombuaanTHOro FSH ocymectsisiercst (a) ¢ MOCHEAYIOUIUM 110 MEHbIIEH Mepe OTHHM
JOTIONTHUTEJIBHBIM TIOIIArOBBIM YBEIHUYEHHEM 103bl Ha 3 MKr pekomOuHanTtHOoro FSH uepes mo
MEHbIIEH Mepe [1Ba MHs IOCNE NPEeAbIAYINEro IOLIaroBoro u3MeHeHus no3bl, w/mmm (b) ¢

MNOCJICAYIOIIUM I10 MEHbIIIeH MECpPE OAHHUM TIIOLIAroBbIM YMCHBIICHHUEM O3Bl Ha 3 MKr
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pexomOunanTHoro FSH depe3 mo MeHbInell Mepe OQuH NIeHb MMOCHe MPEAbIIyIIero MomaroBoro

HU3MECHCHHA JO3bI.

7. Komnosunus ans npuMeHeHus 1o 1. 4, rae nepsoe NouaroBoe YMEeHbIIEHUE 103bI Ha 3
MKr pexomOuHantHoro FSH ocymecTisercs (a) ¢ MoCiIeayroIuM Mo MEHbIIEH Mepe OIHUM
TNIOLIArOBBIM YBEJIHMYEHHEM J103bl Ha 3 MKT pekomOuHanTHOro FSH uepes mo meHbIuel mepe nsa
IOHS TIOCJIe TMPEABIAYIIEro TMOIIaroBOro M3MeHeHws: no3bl, w/win (b) ¢ MOCHEAYOIUM IO
MEHbIIeH Mepe OAHUM JOMNOJHUTENbHBIM I[OIIArOBbBIM YMEHBLIEHHEM J03bl Ha 3 MKD
pexomOuHaHTHOrO FSH dYepes mo MeHbIneil Mepe OUH JIeHb NOCJE MPEAbIAYIIero H3MEHEHHsI

JO3bI.

8. Komnosunus ana npumeHeHus no nm. 4, 6 uinu n. 7, rae 103a YBEIUYHUBAETCS 10
MAaKCUMAaJIbHOM CYTOYHOW M0O3bl, COCTABJISIFOIIECH 24 MKI, WM CHIKAETCA OO0 MHUHHMAJbHOU

CYTOYHOM J103bl, COCTABJISIFOILEH O MKT.

9. Komnosunus, coxeprxamasi peKOMOMHAHTHBIN (DOJUIMKYJIOCTUMYJIUPYIOIIUNA TOPMOH
(FSH), nna npumeHeHMs IJsl JieueHHs] OECIUIOAMs Yy MaLMEeHTa, HIEHTU(UIMPOBAHHOTO Kak
HaxXOoIALIErocss B BoO3pacte < 34 jer, rae KOMIIO3ULMS MpeAHAa3HAayeHa JJis1 BBEACHUS B
(HampuMep, HadajdbHOM) no3e, cocTaBisiomel 12 mxr pexkombunantHoro FSH B nens, wm

(Hanmpumep, HaAYaJIBHOI) 103€, SKBHUBAJIEHTHOI 3TOI 103€e.

10. Kommosuiuss s NpuUMeHeHWs] Uil JledeHust  Oecruiomus Yy TAIUEHTa,
UACHTU(QUIIMPOBAHHOIO KaK HAXOMSIIErocs B Bo3pacTe < 34 JeT, rie KOMIO3UIUS CONEPIKHUT
(Hammpumep, HA4YaJIbHYI0)  JI03Y, COCTABJIIOLIYIO 12 MKI  PEeKOMOHMHAHTHOTO
dbommukynocrumynupyromero ropmona (FSH) B penp, wnm (Hampumep, HadajdbHYIO) IO3Y,

SKBUBAJIEHTHYIO 3TOU J103€.

I1. Kowmmosumus, conmep:kamasi peKOMOWMHAHTHBIN (HOJUTUKYJIOCTUMYJTUPYIOIINI TOPMOH
(FSH), nns npumeHeHMs Ui JiedueHUs OeCrulonusl y MauueHTa B Bo3pacTte < 34 Jjer, rae
KOMIIO3ULIMsI MpEeAHAa3sHadeHa MJi1 BBEICHHUs B Ha4dajlbHOM [03€, COCTaBysomen 12 Mkr
pexomOnHanTHOrO FSH B neHp, rae HavajbHas 1032 BBOAWTCS B IO MEHbIIEH Mepe IeHb |
neyeHns (MPEONOYTUTENILHO B IO MEHbIIeH Mepe AeHb | M JeHb 2 JedeHus, Ooiee

NPEATIOYTUTENBHO B KX/l U3 AHEH 1-4 nedeHus), rae HeoOA3aTeabHO 103a



(1) yBenmM4MBaeTCs 3a CYET MEPBOrO MOIIATOBOr0 YBEIMYEHHS JO3bI HA 3 MKI' PeKOMOWHAHTHOTO
FSH B mo0oii nocnenyroumuii 1eHb JeueHust; 1/uim
(11) yMeHbIIaeTCs 3a CYET MEePBOro MOMAroBOr0 YMEHbIIEHHSI 103bl Ha 3 MKI' PeKOMOWHAHTHOTO

FSH B mo00ii nocaenyomuii 1eHb JISUeHUsl.

12. Kommnosunust mj1si mpuMeHeHusi mo Jjrbomy u3 mm. 1-11, rme nedeHue Oecrutomwst
BKJIFOUAET CTAJAUIO OMPENENICHUs] BO3pacTa MalMeHTa U CTAJUI0 BBEAEHUs ONMPEACTICHHON J03bl

pexomOuHaHTHOTO FSH manuenTty onpeneieHHOro Bo3pacra.

13. Komnosuuuss i mpuMeHeHHs 10 JII000OMy U3 MPEObIAYLINX IYHKTOB, THE
pexomOmHaHTHBIE FSH  Brimouaer 02,6-cuanupoBaHue ©  02,3-CHaJMpOBaHHE, TI7€
HeoOsi3atenpHO 1-50% o0mmero cwanupoBaHusl cocTaBisieT 02,6-cuanupoBanue, u 50-99%
o0IIero cHajJupoBaHUs COCTAaBIAECT 02,3-CHAIMPOBAaHUE, W/WiM rae mauueHT crapiue 30 jer
W/WM paHee MoTeprie Heyaady MPH MPOXOXKIECHUH 110 MEHbINEH Mepe OHOIO LUKJIA JICUSHHS
Oecrutonus; WM rae jJedeHrne OecTuIonus JOTIOJHUTENbHO BKIFOYAET U3BJIeUeHUe (Hampumep,
cbop) oonura(OOLUTOB);, OIUIONOTBOPEHHE (HANPUMEP, OCEMEHEHHE) OOLHTa(OOLHUTOB), H
o0ecrieueHne pPa3BUTHUSA  OIUIOJOTBOPEHHBIX OOLMTOB O CTAaAUM  OJNIACTOLUCTBI, THAE
HeoOs13aTeNbHO JieueHHe OeCIUIoNus JOIOJNHUTEIbHO BKIIIOYAET OLEHKY KauecTBa OJAaCTOLHUCT,

MOJIYYCHHBIX MOCJIC OIIJIOAOTBOPCHUSA C06paHHbIX OOLUTOB.

14,  Komnosumust ajisi NpUMEHEHUs M0 JIOOOMYy W3 NPeNbIayIIuX IyHKTOB, IZi€ JIEYEHHE
BKJIFOYAET CTAIHMI0O HAOJIONEHUs MAlUeHTa B OTHOIIEHHHM YpPEe3MEPHOro OTBETa HA JICUEHHE
NOCPECTBOM HIEHTH(HKALMY B XONI€ JIeYeHHs anueHTa ¢ > 20 gosumkynamu quamerpom > 12
MM H/MJIM KOHIIEHTpaLUeil 3CTpajnoia B ChIBOPOTKE KpoBH > 3000 mr/mur; U HeoOs3aTeabHO
BBeieHne na03bl aromucta GnRH (Hampumep, 4,0 Mr) mnamueHty, B XOA€ JICUEHHS
UICHTU(QUIUPOBAHHOMY Kak umeromuid > 20 QommukynoB amamerpoM > 12 MM w/wmmm
KOHIEHTPAIUIO 3CTPAANOJa B CBIBOPOTKE KpoBH > 3000 mr/mut, wuiu rae JiedeHue Oecruioaus
NpeAHAa3HAYeHO JUII Pa3BUTHA MHOXeCTBa (POJUIMKYIOB U OEPEeMEHHOCTH TIOCiE IepeHoca
CBE&KMX  W/WIM  KPUOKOHCEPBHUPOBAHHBIX  OSMOPHOHOB  JKEHIIUHAM C  OBYJIALUEH,
NOJBEPTarOIMMCS] BCIOMOTaTeNlbHON penponykruBHOi TexHonoruu (ART), w/unu rae nedenue
Oecrutonus nMpenHa3HAuUEHOo Ul ONTUMHU3ALNH KYMYJISITHBHON 3(pEeKTUBHOCTH W/HIIA CHIDKEHUS

pHICKa pa3BUTHA CHHIpOMA runepcTuMysisinun suaaukos (OHSS).
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15. Kowmmosunusi, conmep:kamasi peKOMOMHAHTHBIN (DOJUTUKYJIOCTUMYJIHUPYIOIIHI TOPMOH
(FSH), nnst mpuMeHeHus U JiedeHHs] OeCIIonusl y MallieHTa SKEHCKOro IoJjia, I7ie JIeYeHHe
BKJIFOYAET:

ONpeNesIeHUe BO3pacTa MalueHTa,

eciu BO3pacT nauuMeHra - > 35 JIeT, BBEJICHHE PEKOMOMHAHTHOTO
donmukynocrumyupyroinero ropmona (rFSH) B HauanbHOM n03e, cocTaBisitomeit 15 mxr rFSH
B JICHb, B TEUEHHUE 10 MeHbIIEH Mepe 1-4 nHei,

eciu BO3pacT  MNauMeHra < 34 JeT BBEJICHUE PEKOMOMHAHTHOTO

)
dbommukynocrumyupyroinero ropmona (rFSH) B HadanpHOM n03e, cocraBisiromeit 12 mxr rFSH
B JICHb, B TEUCHUE 10 MeHbLIEH Mepe 1-4 nHei,

HeoOs13aTebHO B JIEOOON mocnenyromuil neHb (i) ysenmuenue no3sl rFSH mocpenctsom
nouraroBoro yeenudeHnus 103bl Ha 3 Mkr rFSH wm (i1) ymensmenne no3sl rfFSH nocpencrsom
MOIIaroBOTO YMEHbBIIEHHs! 1036l HA 3 MKT rFSH,

rie Ha MpPOTSKEHUM BCEro Kypca JiedeHus MakcuMalibHas cyTouHas po3a rFSH

COCTaBJIIET 24 MKT, @ MUHUMAaJIbHAsA CYTOYHAs 4034 COCTABJIIET O MKT.

16. Komnosuuuss 1y mpuMeHeHHss 1O JI000OMy U3 MPENbIAyLINX IYHKTOB, T7e
pexomOuHaHTHBIE FSH mnpencrasnser coOoif eaMHCTBEHHBINH aKTUBHBIA (papmaneBTHUECKUi

HUHTPECANUCHT B KOMITIO3UILIUH.

17.  Komnosuuus Aisi IPUMEHEHUs 110 JII00OMY M3 MPENbIIyLINX MYHKTOB AJISI PUMEHEHHUS
I Jile4eHus OeCIulonusl y TMalueHTa, KOTOPbI paHee He MPOXONWI JIeYeHHe OecTuionus
MOCPEICTBOM KOHTPOJIUPYEMOU CTHUMYJISIUM SMYHUKOB, JJISI TIPUMEHEHUs] I JICYSHUs
Oecruionus y ManueHTa, KOTOPbI paHee He 3aBEpLIMII KypC JIEYeHHsT OeCIUIONHs MOCPEACTBOM
KOHTPOJIMPYEMOIN CTUMYJISILUU SIMYHUKOB, WM JJIsl TIPUMEHEHUs Ui JIeYeHHUs] OeCTuionus y
MalUeHTa, KOTOPbI He MPOXONHJ JiedeHue OeCIyionus MOCPEACTBOM KOHTPOJIUPYEMOM

CTUMYJIALIUA AUMYHUKOB B TCUCHUEC MPEABIAYIIHUX MICCTU MECALICB.
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