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NPOACKLLH

Jlenamngomua Kanon
HNudopmanus 1151 pabOTHUKOB 3APABOOXPAHEHUS
Bpouopa
Beeoenue

B nanHOl Opomrtope cojaep:kaTcs CBEICHUs, HEOOXOAMMBIC NIJisi Ha3HAYCHHUsS W OTIycKa Mpernapara
Jlenanunomun Kanon (nenamugomun), Biimodas uHbopmanuto o Ilporpamme mnpenynpexieHus
oepemennoctu (I1I1B). [l momydeHus AOMOTHUTEIBHOW MHGOPMAIUH, MOXKATYHCTa, 03HAKOMBTECH C
obmieil xapakrepuctukol JiekapctBeHHoro mpemapara (OXJIIT). IlocmenHsisi Bepcusi YTBEPKIESHHOM
OXJIIT mpeicTaBiIcHa Ha caiite https://portal.eaeunion.org/sites/commonprocesses/ru-
ru/Pages/DrugReqistrationDetails.aspx

B Poccuu npenapam Jlenanuoomuo Kanon 00obpen no cinedyrouwum noKa3auusim:

MHoXecTBEHHass MUEIIOMa

* B xomOuHanmu ¢ 60pTe30MUOOM U JEKCAMETa30HOM JJIsl JICUSHHs B3POCIHBIX MAI[EHTOB C paHee He
JICYEHHOI MHOXECTBEHHON Muesnomoi (nanee — MM).

* JI7151 TO/1/1EPKMUBAIOILIETO JIEYEHHS B MOHOTEPAIIUU B3POCIIBIX MAIUEHTOB C BIIEPBbIE JUArHOCTUPOBAHHON
MM nocie TpaHCIIaHTAlMK ayTOJIOTMYHBIX FEMOIIO3TUYECKUX CTBOJIOBBIX KIIETOK.

* JIns1 nedeHus B cocTaBe KOMOMHUPOBAHHOM Tepanuu B3pOCIbIX MAIIMEHTOB C paHee He JiedeHHOH MM,
KOTOPBIM HE MTOKa3aHa TPAHCIUIAHTALUs T€MONO3TUYECKUX CTBOJIOBBIX KIIETOK.

* B xoMOuHaImu ¢ JeKcaMeTa3oHoM s JISYSHHs B3POCIBIX MalMeHTOB ¢ MM, KOTOpbIe Modydaid Mo
MEHbILIEH Mepe OJIHY JIMHUIO TEPaIHu.

MuenoaucniacTH4ecKue CUHAPOMBI

 Jlns nedeHus B3pOCIBIX MAIMEHTOB ¢ TpaHC()Y3MOHHO-3aBHCHUMOM aHeMHEH, pa3BUBILIEHcS Ha (oHE
MUEIOAUCIUIACTUYECKUX CUHIPOMOB HU3KOM WIJIM MPOMEKYTOUHOM-1 Ipynibl pucKa, acCCOLMUPOBAHHBIX
C LIMTOT€HETUYECKUM HapyLIEHHWEM B BHUJE AeNeUud 5q B NPUCYTCTBUU WIH B OTCYTCTBHE IPYIHX
LUTOT€HETUYECKUX HAPYILIEHUH.

Jlumdoma 13 KIIeTOK MaHTUHHON 30HBI

 JIns nedeHus: B3pOCIBIX MALMEHTOB C PEUUAMBUPYIOLIEH WK pedpakTepHOl JTUMPOMON U3 KIETOK
MAaHTUHHOW 30HBI.

donmmukymsipHast TuM@oma uin TuMdoMa U3 KIETOK MapruHaIbHON 30HBI

* B xoMOuHamnuu ¢ purykcumadbom (antu-CD20 anTtutenom) Juist JiedeHHs B3pOCIIbIX MAllMEHTOB C paHee
JeYeHHOU POJTUKYISIpHON TUMGOMOI 1t TUM(OMO U3 KJIIETOK MaprHHAIBHON 30HBI.

PEKUM 1O3UPOBAHUSA

Bnepebvie ouaznocmuposannan MHONCECMBEEHHAA MUeI0OMA
Pexomenayemast HauanbHas J103a JICHAIMIOMHU/IA COCTABIIAET 25 MI OJIMH pa3 B ICHb BHYTPh JH00:
1) ¢ 1-ro mo 14-ii neHpb Kaxa0To 2 1-THEBHOTO 1TUKIIA JICYCHUS UIU

2) ¢ 1-ro mo 21-if 1eHpb Kak10r0 28-THEBHOTO IUKJIA JICYCHUSI.
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Bpauy crnenyer TmatenbHO moa0upaTh 103y OopTe3oMuba U IeKcaMeTa30Ha, IPUHUMAas BO BHUMaHHUE
COCTOSIHHME ITallEHTa U CTaauio 3a0oseBanus. [lomarosoe cHmkeHne 1036l onrcado B OXJIIL.

Iloooeprcusarowaa mepanua J1EHATUOOMUOOM )y NAUUEHMOB8 NOCIEe MPAHCHIAHMAUUU
AYMON0UYHBIX 2eMONOIMUYECKUX CIEOJI08bIX KIIEMOK.

PexkomMenayemas HauanbHas /103a JIEHaIUAOMUAA cocTasiseT 10 Mr oJluH pa3 B IeHb BHYTPb HENPEPBHIBHO
(c 1-ro mo 28-ii neHb TMOBTOPHBIX 28-THEBHBIX LHKIOB) JI0 MPOTPECCHPOBaHMS 3a00JIEBAaHUS WU
NOSIBJIEHUSI IPU3HAKOB HenepeHocumocTu. [locne 3 uKII0B N0 IepKUBAIOLIEH TEpAIUU JIEHAIHIOMHUI0M
7103y IIpernapaTa MOYKHO YBEJIMYUTh 1O 15 Mr oiuH pa3 B J€Hb BHYTPb IPU XOpOIIEH NEPEHOCUMOCTH.
ITomaroBoe cHuxeHue 10361 onucaso B OXJIIT.

JleHaaugoMua B KOMOMHAIIMM C JIEKCAMETA30HOM JIO IIPOrPECCHPOBaHMs 3a00JieBaHUs Y HAlIMEHTOB,
KOTOPBLIM HE MOKa3aHa TPaHCIIAHTAIIHs

Pexomenayemas HavyanbHas 103a JICHATMAOMHUAA cocTaBisieT 25 Mr 1 pa3 B 1eHb BHYTph ¢ 1-ro mo 21-i1
JIeHb MMOBTOPHBIX 28-THEBHBIX IIMKIOB. PekomeHnmyemast 1o3a nekcamerazoHa cocrasisier 40 mr 1 pa3 B

neHb BHYTpb B 1, 8, 15 u 22-i1 nHM NOBTOpHBIX 28-AHEBHBIX LUKIOB. [lanueHTh! MOryT MpoaoIKaTh
TEpanuio JEHAIUAOMHIOM M JIEKCAMETa30HOM JO INPOrpecCHpOBAHUS 3a00JEBAHUS MM IOSBICHUS
IIpU3HaKoOB HenepeHocuMocTH. [lomaroBoe cHmkenue 103bl onucado B OXJIIL.

JleHamuaomua B KOMOMHANIMU ¢ MeldaIaHOM Y IMPEAHU30JIO0HOM C IOCHESAYIONIEH HOIEDKUBAIOIIEH

TeEparei TIeHAIMIOMHUIOM Y MAlIMEHTOB, KOTOPEIM He nmoka3zana TT'CK

Pexomenayemas HauaabHas 103a JieHAIUIOMu1a cocTaBisier 10 Mr oauH pa3 B IeHb BHYTPb ¢ 1-ro 1o 21-
1 ICHb IOBTOPHBIX 28-THEBHBIX IIUKJIOB (00IIEH YMCICHHOCTHIO /10 9 1ukIIoB), a Mendanana — 0,18 mr/kr
U MIPEHU30JI0HA — 2 MT/KT BHYTPb B 1—4-if THU MOBTOPHBIX 28-THEBHBIX HUKIOB. [laruenTam, KoTopbie

3aBepIIMIN 9 TONMHBIX IMKJIOB WM HE MOTYT TOJIy4aTh KOMOMHHPOBAHHYIO TEpaNHi0 H3-3a
HETMEePEHOCUMOCTH, Ha3HAYaI0T MOHOTEPAIHIO JIeHATHAOMUIOM: 10 Mr oJIMH pa3 B IeHb BHYTPb € 1-TO 1O
21-ii neHb TOBTOPHBIX 28-THEBHBIX UKJIOB JI0 TIporpeccrpoBanus 3a0oneBanus. [lomaroBoe cHuXeHNE
10361 onmcano B OXJIIT.

Mnoscecmeennan muenoma y nayueHmos, nOJAYYUGUIUX KAK MUHUMYM OOHY JTUHUIO mepanuu
Pexomenayemas Hauanvras 0o3a N€HaATUAOMUIA COCTABISIET 25 MT BHYTPh OJIMH pa3 B IeHb B 1-21-ii neHp
MMOBTOPHBIX 28-THEBHBIX IIUKIIOB.

Pexomenayemas no3a nekcamera3zoHa coctaBnser 40 Mr ofuH pa3 B AeHb B 1-4-it, 9-12-it u 17-20-i1 nuu
Ka)K70ro 28-IHEBHOTO IIUKJIA B MEPBbIE 4 IUKIJIA Teparuu, a 3ateM 1o 40 Mr oJiuH pa3 B eHb B 1—4-i1 THU
Ka)KJIOTO TTOCJIETYIONIETO 28-THEBHOTO IIUKIIA.

Bpauy cnenyer TmarenbHO moaOupaTh 103y JeKcameTa3oHa, NMPUHUMAas BO BHHMAaHHUE COCTOSHUE
rnamyeHTa u craanro 3adbonesanus. [lomarosoe cumxernue qo3sl ornrcado B OXJIII.

Muenooucnaacmuueckue cuHOpOMbl
Pexomenayemas nauanvnas 0oza NeHaIUIOMHIA cocTapisieT 10 Mr BHYTpb OMH pa3 B JieHb ¢ 1-To mo 21-
1 IeHb TOBTOPHBIX 28-THEBHBIX IUKIOB. [lomaroBoe cunkenue n03bl onucano B OXJIIL.

Jumghoma u3z K1emoxk MaHmuiiHou 30Hbl
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Pexomennyemas nauanvras 0o3a NEHAIMIOMUIA COCTABIISAET 25 MI BHYTPb OJIMH pa3 B ICHb ¢ 1-ro mo 21-
W IeHb MOBTOPHBIX 28-THEBHBIX IUKIIOB. [lomaroBoe cumkenue n03b1 onucano B OXJIII.

PUCKMU, CBSA3AHHBIE C IIPUEMOM JIEHAJIUAOMUIA
B cnenyromem pazzaene comepikarcs peKOMEHIAINH JIJIs1 pAOOTHUKOB 37PaBOOXPAHEHHS O TOM, KaK CBECTH
K MUHUMYMY OCHOBHBIC PUCKH, CBSI3aHHBIE C TPUMEHEHUEM JieHanuaoMuaa. Cum. taxxe OXJIIL.

Tpaun3uTopHoe ycyry0JjieHue KIMHMYECKUX NMPOsSIBJIEHUN OIYyX0JIU

TpansutopHoe ycyryonenue KimHndeckux nposienuit omyxonu (TFR) wacTo HaGmrogaercs y naiieHToB
C MaHTHHHOKJIETOYHOW JUM(OMOH, KOTOpBIE IMOJNYYAIOT JIeYeHue JeHamuaomuaoMm. K mammeHtam c
MOBBIIICHHBIM PUCKOM pa3BuTUs TFR oTHOCSATCS OOJBHBIE C TSXKEIBIM TEYCHHUEM OHKOJIOTHYECKOTO
3a0oyieBaHUs OO0 Hadaja Tepanmud. TakuM TAalMeHTaM JICHATWJAOMHUJ CJIeAyeT Ha3HadaTh C
OCTOPOKHOCTHI0. Takue manueHTsl TpeOyIOT MOCTOSIHHOTO KOHTPOJIS, 0COOCHHO B TEYEHHE IIEPBOTO LUK
WJTU TIPU -TIOBBIIIICHUH J103bl, TAKKE HEOOXOAUMO MPUHATH COOTBETCTBYIOIIHNE MPETOCTOPOKHOCTH.

VYV mnamuentoB ¢ TFR 1 unum 2 creneHW pelieHUWE O MNpepblBaHUW JICYCHHUS JICHATUIOMHIOM WIIH
YMEHBUIEHUU €r0 J03bl OCTAaeTCA Ha ycMoTpeHue Bpaya. Y nanueHToB ¢ TFR 3 unm 4 crenenu tepanuto
JIEHAIUAOMHUJIOM CIIE€AyeT IPUOCTAaHOBUTH J0 TE€X MOp, MoKa BelpaxkeHHOCTh TFR He cuuzurcs go < 1
crenenu. Cumnromarudeckas tepanus TFR mpoBoauTcs corinacHo pekomeHaanusaM 1o jgedeHuto TFR 1
" 2 CTEIICHU.

IlepBu4HbIe 310KaYeCTBEHHbIE ONYXO0JIH APYTroH JIOKAJIN3AUMT

B xinMHHMYeCKHX HCCIEIOBAaHUSAX OTMEYEeHa OoJee BBICOKAs 4YacTOTa BO3HUKHOBEHMSI MEPBUYHBIX
3JI0OKQYECTBEHHBIX OIYXOJEeH Jpyrod JOKaluW3alUM Yy TMAlUEHTOB, paHee MOJIy4yaBIIUX JIEYECHUE
JICHAJIMJJOMUJIOM U JieKkcameTa3oHoM (3,98 Ha 100 yenoBeko-j1eT) Mo CpaBHEHUIO ¢ KOHTPOJIbHOM rpymHoi
(1,38 nHa 100 yenoseko-ner). HennBasusueie [1O/1J] Brimrodanu Oa3aqmoMy M IUIOCKOKJIETOYHBIM pak
koxH. bonbias yacts naBa3uBHBIX [1O/1J] oTHOCHIACH K COJMIHBIM OITYXOJISIM.

B KU y maumentroB ¢ BJAMM, kotopsiM He Obuia moka3zaHa TI'CK, mosmydaBmiux jeHalIuIoMuI B
KOMOMHAaIMM ¢ Mel(alaHoM U MPEJHU30JIOHOM JI0 IMPOTPECCHPOBAHUS, HAOIIOJAIOCh YBEJIUYEHUE
3aboneBaemoctu remaronoruueckumu [HOAJI (OMJI, MZIC) B 4,9 pasa (1,75 na 100 yenoBeko-yieT) 1o
CpPaBHEHHUIO C MAIlUEHTaMH, MOJydaBIIUMH MemdanaH B KoMOuHanuu ¢ npegHusoiaonoMm (0,36 wa 100
4eJI0BEKO-JIeT). YBenuuenue 3abosneaemoctu conuaubivu [TIOJI B 2,12 pa3za oTMeydanoch y NalueHToB,
MOJIyYaBIIUX JeHATUIOMUT (9 HMKIOB) B KOMOMHAIMU ¢ MedanaHoM u npeanuzoiaonom (1,57 na 100
YeJIOBEKO-JIET) 110 CPaBHEHHIO ¢ Mel(anaHoM B KoMOMHanuu ¢ npeaausoiaoHoM (0,74 na 100 genoseko-
JIET).

VY nanueHToB, MOTy4aBUIMX JIEHAIUIOMU B KOMOMHAIMH € EKCAMETa30HOM JI0 TPOrPECCUPOBAHUS WU
B TeueHue 18 mecsues, 3a0oneBaemMocts remarosnorndeckumu [1OJI He yBennuuBanacs (0,16 va 100
YeJIOBEKO-JIET) [0 CPAaBHEHUIO C MpuemMoM Mendanana, npeanuzonona u tamuaomuaa (MPT) (0,79 va 100
YeJI0BEKO-JIET).

VBenunuenue 3aboneBaemoctd comuaHsiMu [IOJIJI B 1,3 pasa 3aperucTpupoBaHO Yy NAalMEHTOB,
MOJTyYaBIIUX JICHATUAOMH]T B KOMOMHALIMY C JEKCAMETa30HOM JI0 IPOTPECCUPOBAHMS HIIM B TeueHue 18
MmecsueB (1,58 na 100 yenoBeko-ner) no cpaBHenuto ¢ npuemom MPT (1,19 na 100 yenoBeko-ier).
[ToBbrmiennslid puck pasButust remaroiorndeckux [IOJIJ] na oHe mpuema neHaTUIOMHIA AKTyaJleH
TaKke U 1 nanueHToB ¢ BJIMM nocite TpaHCIUTaHTalluu CTBOJIOBBIX KJIETOK.
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XOTs 3TOT PUCK €II€ HE TOJIHOCTBIO OXapaKTEPU30BaAH, €r0 HY>)KHO UMETh B BUY, IPUHUMAs PELICHUE O
Ha3HA4YE€HMHU JIEKAPCTBEHHOI 0 Mpemnapara JIeHanuaoMu JaHHOU Ipynie NauueHTOB.

[loBbIIIEHHBI PUCK BO3HUKHOBEHHMS BTOPBIX IMEPBUYHBIX 3JIOKAYECTBEHHBIX OIYXOJEH Takxke
HaOmonaeTcss B cirydac BBMM mocie TpaHCIIaHTaIlMyd CTBOJIOBBIX KJIETOK. XOTs ATOT PHUCK €Ile He
BIIOJIHE OIIPEJENIEH, €ro CJIeAyeT Y4YWUTHIBaTh IPU PACCMOTPEHUU BO3MOXHOCTH HCIOJIb30BATH HU
WCIIO0Nb30BaHMH Mpenapata Jlenanunpomua-TJI B Takux ycioBusx.

Yacrora rematonoruueckux [1O/1J1, rmaBasiM 06pazom, OMJI, MJIC u B-kiteTounsix tumMdom (BKIHOUas
nuMmpomy XomkkrHa) coctasisuia 1,31 va 100 yenoBeko-ner ais rpymnmsl JeHaauaomuaa u 0,58 va 100
YeJI0BEeKO-JIeT i rpynibl mianedo (1,02 va 100 yenoBeko-net Ay rpymisl JieHanuaomuaa mocie TT'CK
u 0,60 Ha 100 yenoBeKko-J1€T A1 MAIMEHTOB, KOTOphIE He nonydanu JeHammuaomu mocie TI'CK). Yactora
pazButus conuaubix [IO/JI coctaBnsna 1,36 Ha 100 yenoBeko-ner 11 rpynnsl JeHanuaomuaa u 1,05 va
100 genoBeko-net st rpynnsl miamnebo (1,26 za 100 yemoBeko-JeT UIst TPYIIBI JICHATUIOMHUAA TIOCIIe
TI'CK u 0,60 Ha 100 yenoBeKo-JIeT JyIsl MAIMEHTOB, KOTOPhIE HE noxydyanu Jienanuaomua nocie TTCK).
Puck pa3sutus remaronornyeckux [1O/1JI cnenyer yunThiBaTh nepesl Ha3HaYEHUEM JIEHATMAOMUA KaK B
KoOMOMHaIuu ¢ MendanaHoM, Tak U HermocpeAacTBeHHO mocie npumeHeHus BJIM/TT'CK. Bpaun nomkHBI
BHUMATEJILHO 00CJIeIOBATH MAIIMEHTOB C UCIIOJIb30BAHUEM CTAHIAPTHBIX TUArHOCTHUYECKUX METOIOB IJIS
BbisiBieHus [IO/1J] xak mepen HawyanoMm Tepaluu, TaKk U B TEUEHUE BCEro nepuoja jeueHus. Jleuenue
CJIelyeT MPOBOJIUTH COTIACHO OOIICTIPUHSITHIM PEKOMEHIAIUSM.

IIporpeccupoBanue 10 OCTPOro MHEJOWJAHOIO JIeHKO3a NMPH HU3KOM MJIH ymMepeHHOM (1) pucke
MU EJIOAUCIIIIACTHYECKUX CHHAPOMOB

Kapuomun

HcxonHble nepeMeHHbIe, BKIIOYAs COBOKYMHOCTh LUTOIC€HETUYECKUX HapyUICHUH, MPEeAoNpeAestoT
nporpeccupoBanre 10 OMJI y manmeHToB, 3aBUCHMBIX OT I'eMOTPAaHC(HY3UH U JEMOHCTPUPYIOLIUX
nenenuto 5q. B xone komOuHMpoBanHoTo aHanu3a AByX KU nenanuaomuna y namuentoB ¢ MJIC Hu3koro
U TPOMEXYTOYHOro-1 pucka OBUIO OTMEYEHO, YTO MAIUEHThl CO CJIOKHBIMU IIUTOT€HETHMYECKHUMHU
HapyLIEHUSIMH IEMOHCTPUPOBAIIN CaMbIil BBICOKHH 2-T€THUI KyMYJISITUBHBIN PUCK IPOrPECCUPOBAHUS /10
OMUJI (38,6%). Ilpornosupyemas gactora nporpeccupoBanust 10 OMJI B TeueHue 2 J€T y MaueHTOB ¢
M30JIMpoBaHHOM nenenueit 5q coctaBuna 13,8% mo cpaBuenuto ¢ 17,3% y manueHToB ¢ nenenuen 5q u
OJTHUM  JIONOJHUTENbHBIM  IUTOT€HETHYEeCKUM  HapylieHueM. COOTBETCTBEHHO, COOTHOULICHHE
MOJIb3a/pUCK  Tepanmuu JieHamugoMuaoM mnamueHToB ¢ MJIC5q B codyeTaHMM ¢ KOMILIEKCOM
LUTOT€HETUYECKUX HapyIIEHUH HEU3BECTHO.

Onyxoneewiii npomeun P53 (TP53)

Myrtanusa TP53 Boznukaer y 20-25% nauuenroB ¢ MJIC5q ¢ HU3KUM PUCKOM M COTPSKEHA C BBICOKUM
puckom nporpeccuposanus 10 OMIJL. [Ipornosupyemas yacrora nporpeccupoBanus 10 OMIJI B Teuenue
2 net cocrasiseT 27,5% y NalMEeHTOB ¢ MOJIOKUTENbHBIM pe3ynbratoM UI'X-p53 (1% ypoBeHb oTceuku
CHJIBHOTO SJICPHOTO OKPALIMBAHUSA C MCIHOJIb30BAHMEM MMMYHOTHCTOXMMHUYECKOW OIIEHKH Oenka p53 B

KauecTBE 3aMEHUTEIISE MyTallMoHHOTo cTatyca TP53) u 3,6% y naliueHToB C OTpULIATENbHBIM PE3YIbTATOM
NI'X-p53 (p = 0,0038).
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Ilpozpeccuposarue 00 dpy2ux 3noxkavecmeennvix onyxoaei npu JIMK
VYV namuentoB ¢ JIMK cymectByer noreHiuanbublid puck pazButus OMJI, B-kiaeTodHbIX omyxoJied u
HEMEJIAHOMHOTO paKa KOXKH.

MHNPOT'PAMMA NPEAYIIPEXAEHUSA BEPEMEHHOCTU

* JleHanmuIOMUT — CTPYKTYPHBINA aHAJIOT TAIUIOMHE 1A, TalluJOMH]T — BEIIECTBO, 00JIaJaI0IIee aKTUBHBIM
TEepaTOreHHBIM 3(P(PEKTOM U BBI3BIBAIOIIEE TSKEIBIC KUZHEYTPOKAIOIINE TOPOKU PA3BUTHS y YETIOBEKA.
HccnenoBanue BIMSHES JICHATHIOMHUAA Ha SMOpHO(ETANIbHOE Pa3BUTHE MPOBOAUIM Ha OOE3bsSHAX,
KOTOPBIM Ipenapat BBOAMIU B J103aX 10 4 Mr/kr/cyt. Pe3ynpTaThl JaHHOTO UCCIIEIOBAaHUS MTOKAa3aJIH, YTO
JICHAJIMJIOMU]T BBI3BIBAET TSXKENbIE MOPOKU Pa3BUTHs (KOPOTKHME KOHEYHOCTH, AedopMarusi MajbleB,
3amsicTbs U (WJIM) XBOCTA, JIMIIHME MM OTCYTCTBYIOLIME MAalbllbl) y MOTOMCTBA CaMOK 00€3bsH,
MOJIyYaBIIUX Mpenapar Bo Bpems OepeMeHHOCTH. TanuaoMu mpUBOIUII K MOSBICHUIO MOI0OHBIX TUIIOB
MIOPOKOB Pa3BUTHSI B MOAOOHOM HCCIIETOBAHHH.

* XOTS [daHHBIX O BIUSHUM JICHAIUIOMHIA Ha OEPEeMEHHBIX KCHIIWH HET, HeNb3s HCKIIYUTH
TepatoreHHbli 3¢ (deKkT mpenapara, paBHO KaK W MPU JICYCHUU JPYTUMH XHUMHOTEPANEBTUYECKUMU
npemnapaTtami. [1o 3Toil npuyrHe JeHATUIOMHUT

MPOTUBOMNOKAa3aH OEpeMEHHBIM JKCHIMUHAM U OKEHIIMHAM, CIIOCOOHBIM K JIETOPOXKICHHUIO, 3a
UCKITIOYEHHEM CIIy4aeB, KOr/a COOJIOAAIOTCS YCIOBHUS MPOTpamMMbl MPEayNpexIeHUuss O0epeMEeHHOCTH
(II1B).

* OnHO M3 TpeOOBaHUIT MPOrpaMMBbI IPEIYNPEKACHUS OCPEMEHHOCTH 3aKIIOYACTCS B TOM, YTOOBI BCE
pabOTHUKY 3IpaBOOXPAaHEHUS MTOATBEPAMIIN, YTO OHH IPOUWIHM M TIOHSJIU COJIEP)KaHUe JAaHHOW OpOIIFOpPHI
nepej Ha3HauYeHUEM WM OTIycKoM npenapara Jlenanuaomua-TJI mro6omy namueHTy.

* Bce MyX4MHBI M SKCHIIMHBI, CIIOCOOHBIE K JIETOPOXICHUIO, B Hayaye JICYECHHUS IOJDKHBI MPOUTH
KOHCYJIbTAIlMI0 O HEOOXOAMMOCTH MpenynpexaeHns 0epeMeHHOCTH ((haKT MpOBEAEHHS] KOHCYIbTAIlH
JOJDKEH OBITH IOKYMEHTHpOBaH B DopMe JTsl Havasa JICUCHUs ).

* [TanieHThI TOJKHBI OBITH CIIOCOOHBI COONIOAATH TPEOOBAHMS 0€30MTaCHOTO MPUMEHEHUS JICHAIUIOMHIA.
* [TarieHTHI TOJKHBI TIOJYYUTh COOTBETCTBYIOIINE 00yUaroiue Marepuaisl («bpouropy ams naiueHTa
n «Kapmannyto nHQOPMAITMOHHYIO TAMSITKY ISl TTAI[UEHTA).

* B nmpuiaraemom Anroputme mpuBeneHo omnucanue [IporpamMmbl mpenynpexaeHus 0epeMEeHHOCTH U
MIPUHIIMITBI KATETOPU3AIMH MAIMEHTOB IO MOJY M CIIOCOOHOCTH K IETOPOKIACHHUIO.

HA3BHAYEHMUE JIEHAJIMJTOMMUIA

7KeHIMHBI, CTIOCOOHBIE K 1€TOPOKACHHUIO

* KeHmuHa™m, CHOCOOHBIM K JETOPOXKICHHMIO, MOKHO Ha3HayaTh JIEYEHHE Ipernaparom
MIPOJOJKUTENBHOCTBIO HE 00Jiee YeThIpeX MOCIIE0BaTENbHbIX HEAEIb B J03UPOBKE, COOTBETCTBYIOLIEH
YTBEPKACHHBIM MTOKa3aHUAM (PEXKHUM JO3UPOBAHUA).

* He crnenyer HazHayaTh mpenapar >KEHIIMHAM, CIOCOOHBIM K JETOPOXKACHHIO, MOKa HE MOJIy4eH
OTpHUIATENbHBIM pe3yNbTaT aHaju3a Ha OEpPEeMEHHOCTb, MMPOBEIEHHOTO HE paHee, YeM 3a TPU JHA 0
Ha3HA4YeHUs Mpernapara.

Bce ocTajibHBIE MAMEHTHI
* Uto kacaeTcs BCEX OCTaJbHBIX MAIIMEHTOB, Ha3HAYEHUE JICHATUIOMUIA TOJHKHO OrpaHU4YUBaTHCS 12
HEeJIESIMU HeTPEePBIBHOTO JieueHus. [Ipogomkenue gedenns TpedyeT MOBTOPHOTO Ha3HAYSHUS Iperapara.
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Crnenyet onpenenuTb JeTOPOIHBIN MOTEHIIUAT KEHIIIUHBI.

- JKeHIuMHaA-MallMEHT WM >KEHIIMHA, CEKCyallbHbII MapTHEp My)KuuHbI-anueHta, HE cuuTatorcs
CIOCOOHBIMU K JIETOPOXKICHUIO MTPHU HAJTMUUHU XOTS ObI OJHOTO U3 CIEAYIOUINX (haKTOPOB:

- Bo3zpacT > 50 ner u ¢usnosoruyeckas ameHopes Ha MpOTsSHKeHHH > 1 rona (ameHopes BCIEICTBHE
MIPOTUBOPAKOBOM TepanmuM WJIW B NEPUOA TPYJHOTO BCKAPMIIMBAHMS HE WCKIIOYAeT HaIWYMs
PENpPOAYKTUBHOIO OTEHIIMANA).

- paHHSS HEIOCTATOYHOCTh SIMYHUKOB, MOJITBEPKICHHAS THHEKOJIOTOM.

- IBYCTOPOHHSS CATBIIMHIO0()OPIKTOMUS WIIM THCTEPIKTOMHUS B aHAMHE3E.

- reHotun XY, cuHapoM TepHepa, areHe3us MaTKu.

Ecnu Bl He yBepeHBI, COOTBETCTBYET JIM JKCHIIMHA YKA3aHHBIM KPUTEPUAM, PEKOMEHAYEM HAIpPaBUTh
MalUeHTa Ha KOHCYJIBTAIMIO THHEKOJIOTa.

PexoMenganuy IMOJMTHKH HpO(l)eCCI/IOHaJ'II)HOﬁ NPaKTHUKH 110 0e3omacHoCTH AJIA  KCHIIHUH,
CIIOCOOHBIX K AE€TOPOKIACHUIO

>K€HIIII/IHBI, CIIOCOOHBIE K ACTOPOXKACHUIO, HUKOIr'Ja HC NOJDKHBI IPUHUMATDL JICHAJIMAOMU A, CCIIN:

* OHH 6epeMeHHLI;

¢ CCJIM OHU KOPMST I'pydbrO;

¢ JKCHIIMHAa crocoOHa K 3a4aTHIO peGeHKa, AaxXe €CJIM OHa HC IUIAHUPYCT 6epeMeHHOCTL, B ClIy4ac
OTCYTCTBHS BBITIOJIHCHUSA BCEX YCJIOBI/Iﬁ MMporpaMMsl NpPEAYIPEIKACHUA 6epeMeHHOCTI/I.

C Y4€TOM BO3MOKHOI'O pPHCKAa TEPATOTCHHOI'O BO3JICHCTBUS JICHAJILAOMH A, CJICAYCT n30erathb
BO3JICHCTBUS npcriapara Ha IIOA.

° >KCHH_II/IHLI, CIIOCOOHEBIE K JACTOPOKICHUTIO (z[axce IIpHU HAJINYKUHU aMeHopeH), JOJIDKHBI:

- UCIIOJIB30BaTh HE MCHEC OQHOI'O B(I)(l)eKTI/IBHOl"O criocoba KOHTpaluenuuu B TCUCHUC HEC MCHEC 4 HCICIIb
A0 Havalia Tepalin, BO BpEM:A TCpaIlnu, a TAKKC B TCUCHUC HC MCHEC 4 HEACIIb MOCJIC 3aBCPIICHUSA TCpallnn
JICHAINIOMHUIOM U OaXKE B CJIydac ICPEphbiBa B IIPUCME ITpCIIapara 0o

- CO6J'IIO)IaTI> a0COII0THOE HCMPEPBIBHOC BO3ACPIKAHUC, ITOATBCPKIAAEMOC CIKEMECAIHO,

"

- IMETh OTPHIIATENbHBIC PE3yIbTAThI aHAIHM3a Ha O0EPEMEHHOCTb, BRITIOJTHEHHOTO 1101 HA0IIIOICHHEM BpaJa
(MMHMManbHas 4yBCTBUTENBHOCTh TecTa 25 MME/Mi), B TeueHue He MeHee 4 Henenb IOCEe Hayaia
WCTIOJIH30BaHUSI KOHTPAICTIIMU M 3aTeM HE MEHee OIHOTO pa3a KaxkIbple 4 HeJeTH B XOJe JICYCHHUS
(BKJIIOYasi TepepbIBBl B MpUEME Ipernapara), U M0 MEHbLIeH Mepe uepe3 4 HeAenu Mocjae OKOHYAHUS
nedeHus (3a UCKIIIOYCHUEM CITy4aeB IMOATBEP)KICHHOW TpyOHOU crepmimsaiuu). J[anHoe TpeboBaHMe
pacrpocTpaHsieTcss M Ha CIOCOOHBIX K JIETOPOXKICHHUIO JKSHIIUH, MPUACPKUBAIONIMXCS IOIHOTO |
MTOCTOSTHHOTO BO3/ICPKAaHUS OT TIOJIOBOH KHU3HH.

* [TarieHTOB ClleAYEeT MPEaYPETUTH O TOM, YTO OHHU JOJDKHBI COOOIIATE O TPUEME JICHATUIOMHUIA Bpady,
Ha3HAYaIOIIEeMy KOHTPALICITHUBBI.

* [TarueHTOB creayeT MpeaynpeauTb O TOM, YTOOBl OHM COOOIIAIM BaM O HEOOXOJIMMOCTH M3MEHEHUS
METO/a KOHTpAIeTILIUU UJIH €€ MPEKPaIleHHs, €CITU TaKas HE00X0IMMOCTh BOSHUKHET.
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Ecnu nanuenTka He HUcmosib3yeT 3 PEeKTUBHBII METO/ KOHTpAIICNIIUY, €€ CIAeAyeT HallpaBUTh K Bpauy,
CHEHATM3UPYIONIEMYCsl B 00JIaCTH KOHTpALEHINH, AJI MOJy4YeHHsI COOTBETCTBYIOLIUNX PEKOMEHIAINi,
KOTOpBIE MTO3BOJIST €l HauaTh UCIOJIb30BaHUE YKa3aHHBIX METO/IOB.

K BbIcOK03()(PEeKTUBHBIM METO/IaM KOHTPALEIIIUN OTHOCSTCS:

- IOIKOKHbIE TOPMOHAJIbHBIE UMILIAHTATHI,

- BHYTPUMAaTOUYHbIE CUCTEMBI, Bblaemstolue JeBoHoprectpen (BMC);

- Ieno-TpenapaTsl MEAPOKCUIIPOTeCTEPOH aleTaTa;

- IepeBsi3Ka MaTOYHBIX TPYO;

- Ba3dKTOMMSI MapTHepa (MOATBEPKAACTCA ABYMsI OTPULIATEIbHBIMU aHAJIM3aMH CEMEHHOM KUIAKOCTH );

- IPOTECTEPOH-CoiepKallre TabJETKH, HHTHOUPYIOIIKE OBYJISIUIO (HapuMep, 1e30recTpedn).

B cBS3M C TOBBIIEHHBIM PHCKOM TPOMOOIMOOIMUYECKUX OCIOKHEHHHA IpHeM KOMOWHUPOBAHHBIX
IIEPOPaJIbHBIX KOHTPALENITUBOB HE MOKA3aH NMauueHTKaM ¢ MM, npMHUMAIOINM JIEHAIMIOMU] B COCTABE
KOMOMHHPOBAHHOW TEparuu, U B MEHbIICH crerneHn — maruertkam ¢ MM, MJIC u JIMK, kotopsie
[IOJIy4al0T MOHOTEpANUIO JiIeHanuIoMuaoM (cMm. «B3aumoneilicTBue ¢ JIpyrumMH JI€KapCTBEHHBIMHU
npenapatamu»). s 3¢ pekTuBHON KOHTpaLeNIMU 3TUM TalMEHTKaM PEKOMEH]YeTCsl MCIOIb30BaTh
OJIMH M3 TIEPEUNCIICHHBIX BBIIIE MEeTO10B. [1OBBIIIICHHBINH pUCK pa3BUTUs TO coxpaHsieTcs B TeueHue 4-6
HEJIeNb MOCIIe MPEKPALICHUs IpueMa KOMOMHUPOBAHHBIX IPOTHBO3a4aTOUYHBIX CPEJICTB.

D¢ (heKTHBHOCTP TOPMOHANBHBIX TMPOTHBO3AYaTOYHBIX MPENApaTOB MOXKET OBITh CHHXKECHA TIpU
OJIHOBPEMEHHOM Ha3HA4YE€HHMHM JIEKCaMEeTa30Ha

[TanneHTKaM C HEUTPONEHUEH, UCIIONIB3YIOLIUM B Ka4€CTBE IIPOTUBO3a4aTOYHOIO CPEACTBA IMOJKOKHBIE
TOPMOHAJIbHBIE MMILIAHTHI WJIM BHYTPUMATOYHBIE CHCTEMBI, BBIJICIISIONINE JIEBOHOPTECTPEN, HEOOX0IMMO
npopWIAKTUYECKH Ha3HayaTh AHTUOMOTHKM B CBS3M C IOBBIIIEHHBIM pPHUCKOM HH(EKIIMOHHBIX
OCJIO’KHEHUN B MOMEHT YCTAHOBKM JTHUX TEPANEBTUYECKUX CHUCTEM, a TAKXKE IOBBIIICHHBIM PUCKOM
HEPETYIAPHBIX KPOBSIHUCTBIX BBIAEICHUHN U3 MOJIOBBIX ITyTEH.

Hcnonp3oBanre BHYTPUMATOYHBIX CUCTEM, BBIACISAIOMINX MEb, KaK IIPABUIIO, HE PEKOMEHIYETCS B CBSI3H
C BBICOKUM PHUCKOM DPa3BUTHS MH(EKIMOHHBIX OCIO)XHEHUH B MOMEHT MMIUIAHTALUU U TOBBILIEHHON
KpOBOIIOTEPH BO BpEMs MEHCTpyallud, KOTOPass MOKET YCUIIUTH BBIPAXKECHHOCTb HEUTPOIECHUU WIH
TPOMOOIIUTONIEHNH Y MTALIUEHTKU

Bam cnepyer mpenynpeauTh NAlMEHTKY O TOM, 4TO, €CM Ha ()OHE JICYEHHUs JICHATUJAOMHIOM OHa
3abepeMeHeeT, MpHeM IpenapaTa Heo0X0AUMMO HEMEAJICHHO MPEKPATUTh U Cpasy e MPOouH(GOpMUPOBATh
JIeqallero Bpayva.

PexoMenganmu 1Jist My:K4HMH B pamkax nporpammsi 11116

* C yyeToM BO3MOXHOTO pHCKAa TEPATOr€HHOCTH JIEHAIWJIOMMJIA, ClIeyeT u30eratb BO3JEHUCTBUS
rpenapara Ha IO/,

* IIponndpopmupyiiTe Baliero manMeHTa O TOM, Kakue 3(QQEKTUBHbIE METOAbl KOHTPALENLUU MOKET
HCIIOJIB30BAaTh €ro MapTHEPIIA.

* JleHanuaoOMHT IPOHUKAET B CEMEHHYIO XKUIKOCTh 4esoBeka. [103ToMy Bce manueHThl My>KCKOTO 10JI1a
JOJDKHBI TIOJIB30BAThCS MPE3EPBATUBOM Ha BCEM IPOTSHKEHHMM JICUEHMs], B IIEpUOJ IEPEpPhIBA B IIPUEME
npernapaTa U B Te€YeHHE HE MeHee 7 JIHeH Mocje OKOHYAaHUS JICUEHHUs, €ClIM UX MapTHepIa CocoOHa K
JNETOPOXKICHHIO, HE MOJB3YETCS METOAAMHU KOHTPALIENIIUH U TAKE €CIIM MYKUMHA [TEPEHEC Ba39KTOMMUIO.
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* [TanueHTy cinemyeT pa3bsCHUTH, YTO, €CIIM €ro mapTHeplua 3a0epeMeHEeT B TOT MEpPHOJ, KOrja OH
MPUHUMAET JICHAJTUIOMUJ WJIM BCKOpE MOCIEe MPEKpalleHHs] Tepanuu JICHAIUAOMHUAOM, OH JIOJKEH
HEMEJIEHHO MpOUH(OPMHUPOBATH CBOEro Jjeyamniero Bpaya. [lapTHepina Takoro mnamueHTa TOJDKHA
HEMeJIEHHO TMpouH(OpMHUpOBaTH cBOero Bpaua. Ee cieayeT HampaBUTh K CHEHUAIKUCTY B 00JIacTH
TEpaToJIOTHH JIJIsl 00CIIEIOBAHUS U TTOTyYEHUS! PEKOMEHJAIIHiA.

* [lanueHTHl HE JOJDKHBI CaBaTh CIIEPMY B KauyeCcTBE JOHOpPA BO BpeMs JieUeHHUs (BKJIOYAsl MEPHOIbI
MpephIBaHus TEpalnuu), a TakkKe B TEUEHHWE MO MEHbIed mepe 7 AHEH Mociie 3aBeplIeHUsl mpuema
JICHAJIUJIOMU/IA.

YTuiamnzanus ocTaTKoB Npenapara 1 0c00eHHOCTH 00palleHHs C IPenapaTom

 Karicynel He cienyer OTKpbIBaThb U M3MeNb4arh. [Ipu monajaHuy mopomika JeHaIUAOMUA Ha KOXKY
HE00X0IMMO HEMEJICHHO TIIATEIBHO MPOMBITh KOXKY BOJIOH ¢ MbUIOM. [IpH momnajganum JeHanuoMuIa
HAa CJIM3HUCThIE 000JOYKHU TIIATEIBHO IPOMBITH BOJOH.

* [laneHTsl MOMKHBI OBITH MPEAYNPEXICHBI O HEJAOMYCTHMOCTH TEpefad IMpernapara JCHATHIOMUT
APyroMy JUIy ¥ O HEOOXOJMMOCTH BO3BpaTa BCEX HEHCIIOIB30BAHHBIX KAICYN IO MECTY MOJyYSHHS B
KOHIIE Kypca JiedeHHs 17151 0€3011acHOM yTUIIM3alluY IIpernapara.

JloHOopCcTBO KPOBH
[TanMeHTHl HE JOJIKHBI CIaBaTh KPOBb B IEPUOJ TEpAIMU, & TAK)KE B TEUCHHE HE MEHee 7 JHEH Iocie
3aBEPILCHHUS JICUECHUS JICHAIUIOMUIOM.

TpeGoBanus B ciydae npeanoJaraeMoi 6epeMeHHOCTH

* [IpexpaTtuth Je4eHue, eciu NalueHT — KEHILIKHA.

* HanpaBuTh nmanueHTKy K Bpauy, CIEHHUAIM3UPYIOLIEMYCS B OOJIACTU TEPATOJIOTMHM WM UMEIOUIEMY
COOTBETCTBYIOIIUH OIBIT, UIsl 00CIEA0BaHUS U TIOTYyYEHHUS] pEKOMEHAAIINH.

* Coobuuts 3A0 «KaHoH(papMa IpoAaKIIH» O TAKUX CIIydasx.

- B 1aHHBI KOMITIEKT JOKYMEHTOB BKiIoueHa «DopMa BbISBICHHUS] OEPEMEHHOCTH.

- 3A0 «KaHoH(}papma NpoJakIIH» X0TeNa Obl OTCIIEKUBATh BCE CIIydad MOJ03PEBAEMbIX OepeMEHHOCTEN
y MallMEeHTOK, MPUHUMABIINX IIpenapar, U HapTHEPII NallMeHTOB, IPUHUMABLINX [Ipenapar.

- [loxanyiicra, cBsxutech ¢ 3A0O «KanoHpapma mpoJakiIIH»:

3A0 «Kanondapma npogaxin», Poccus.

141100, MockoBckas o611, r. [llenkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54, dakc: +7 (495) 797-96-63.
OnexTpoHHBIN aapec: safety@canonpharma.ru

HE HAYMHAWTE JIEYEHUE JKEHIIWHBLI, CIIOCOBHOM K JETOPOXJIEHUIO, B
CJIYUAE, ECJIM OHA HE UCHOJIB3YET XOTA Bbl OJJUH D®PEKTUBHBIN METO]
KOHTPALEIIIIMU B TEYHEHUE HE MEHEE 4 HEJEJIb WX HE INPUIEPKUBAETCSH
MOJIHOI'O ¥ MOCTOSTHHOI'O BO3JEPKAHHUSA OT MOJIOBOM JKU3HHU, UYTO JOJKHO
BbITh HOATBEPXKXIEHO OTPHUHATEJIBHBIM PE3YJIIBTATOM TECTA HA
BEPEMEHHOCTD!

COOBIIEHUE O CJOIYYASX HEXKEJATEJBHBIX PEAKITAN
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beszomnacHoe npuMeHeHue JeHATUIOMU/A SIBISIETCS TJIaBHBIM MPUOpUTETOM. B pamkax
npoJoikaromierocs MoHuTopunra 6e3omnacnoctu 3A0 «KanoHpapma nMpoJakiH» coOUpaeT CBEICHUS O
HEKeNaTEeJbHBIX PEaKIUsIX, Pa3BUBIIUXCS MIPH JICUSHUU JICHATUAOMUAOM. bianku coobmeHuit o
HeKeJlaTeJIbHBIX PeaKusiX BKIIOUEHbI B TaHHbIN «Habop MaTepuanoB uist paboTHUKA
3/IpaBOOXPaHEHUS.

[Moxanyiicta, coobmuTe 0 HexenaTenbHbIX peakiusax B 3A0 «Kanondapma nmpomakms:

3A0 «Kanondpapma npojakirsy, Poccus.

141100, MockoBckast 001, r. [llenkoBo, yi. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54, dakc: +7 (495) 797-96-63.
DnekTpoHHbIN aapec: safety(@canonpharma.ru

[Moxaiyiicra, cienyiiTe MECTHBIM TPEOOBAaHHSIM ITPH WH(POPMHUPOBAHUH O CITy4asiX Pa3BUTHUS
HEXKENaTeNIbHBIX SBJICHUHN PETYJIATOpPHBIE Opransl Poccumn.

KOHTAKTHASA UTH®OPMAILIUA

UtoO6bl TOMYyYuTh HHPOPMAIIUIO WK 33J]aTh BOIPOC 00 yMpaBIeHUH PUCKAMU B OTHOIIEHUU MTPOYKTOB
3A0 «Kanondapma mpogakuiny, a Taxke o [Iporpamme npeaynpexxaeHus 0epeMeHHOCTH, 0OpaTHUTECh B
3A0 «KaHoHpapma MPOJAKIITH:

3A0 «Kanondapma npogaxmny, Poccusi.

141100, MockoBckast 00u1., . [llenkoBo, yi. 3apeunas, 1. 105.
Temn.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.
DrnekTpoHHBIH aapec: safety(@canonpharma.ru
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