Bpouropa 11t pabOTHUKOB 3IPABOOXPAHEHUS
JlenaauapomMuna
HHOOPMALMUSA JJISA PABOTHUKOB 3IPABOOXPAHEHUSA
bpomopa

BBEJIEHUE

B nannHo#i Opourrope copepikaTcsi CBEACHUs, HEOOXOAUMBbIE Il Ha3HAYEHUSI M OTITyCKa
npenapata JlenanuaoMu, BKIo4as HHGOPMAIUIO O TporpaMMe MpeaynpexIeHus: 6epeMeHHOCTH
(II1B). [Jnsa mnony4deHHs JONOJHHUTENbHON WHGOpMAIHMK, TOXATYHCTa, O3HAKOMBTECH C
UHCTpYyKIen nmo meaunuHckomy npumenenus (MMII). Tocnenuss Bepcust yrBepskaennon UMIT
IpeacTaBicHa Ha caiite WWw.grls.rosminzdrav.ru.

IIpenapam Jlenanudomuo 0006per no credyiouum NoKa3aHusM:

® ﬂ]lﬂ noddepofcuearou;eeo JlederHusl 6 MoHomepanuu 63poCiblX naAuUueHmoe C enepevie
OMGZHOCMMPOGGHHOIZ MHOCECMBEHHOU  MUETOMOU nocje mpancniaukmayuu - ayniojglo0cudHblx
CEMONOIMUUECKUX CMEBOJI0OBbLX KNIEeMOK,

° ﬂﬂ/‘l JIeYeHUs 6 cocmaee K0M6uHup0661HHOMV mepanuu 63pocCilblX NAyuUerHmoe ¢ panee He
JIeYeHHOoU MHONCECMBEHHOU Mue]lOMOI:lI, KOomopbim He nokasana mpaHcnjiarmayusl
2eMOonoImMuU4eCKux cmeoJjlioeblx Kienok,

* K kombunayuu c oexcamemasonom 0 JeyeHust 83pOCbIX NAYUEHIMOE8 C MHONCECTEEHHOT
MUENOMOU, Komopble NOYUUNU, NO MeHbULell Mepe, OOHY JTUHUIO Mepanuu;

* /{151 nevenust 83p0CiviX NAYUeHmMos ¢ MpaHc@y3uOHHO-3a8UCUMO aHeMUell, Pa36UBULETICs
Ha oHe MUenoOUCHIACMUYECKUX CUHOPOMO8 HUSKOU UINU NPOMENCYMOUHOU-1 epynnul pucka,
aAcCOYUUPOBAHHBIX C YUMOLEHEMUYECKUM HapyueHueM 8 sude oereyuu S50 6 npucymcmeuu uiu 6
omcymcmesue Opyeux Yyumo2eHemu4eckux HapyueHui;

o J[na neuenusi 83poCivlX NAYUEHMO8 ¢ peyuousupyroujel uiu pepaxmeprou aum@omor
U3 K1emox ManmuiHol 30Hbl.


http://www.grls.rosminzdrav.ru/

PEXKUM JO3UPOBAHUA

BHGpBBIG ANArHoCTUPOBAHHAA MHOXKCCTBCHHAA MHUCIIOMA

Tloooepoicusarowas mepanus 1eHATUOOMUOOM Y NAYUEHMO8 NOCIe MPAHCHAAHMAYUU
aymoio2uyHuix 2emonosmuyeckux cmeonogvix knemox (TI'CK)

* Pekomennyemas HauajpHas J103a JeHaIUIoMHIa coctaBiser 10 Mr oauH pas B JEHb
BHYTpb HempepbiBHO (¢ 1 mo 28 neHb NOBTOPHBIX 28-AHEBHBIX IUKJIOB) JI0 IPOIPECCUPOBAHUS
3a00jeBaHUs WM  TOSIBJIEHUS  IPU3HAKOB  HemepeHocumoctu. Ilocnme  3-X  nukioB
NOAJEPKUBAIOLIEN TEPANUHU JIEHAIMIOMHIOM JI03Y IpenapaTa MO>KHO YBEIMUYUTh 10 15 Mr onuH
pa3 B IEHb BHYTPb IIPU XOpolIen nepeHocuMoctu. Ilomarosoe camxkenue 103sl onucaso B MMIL

Jlenanuoomuo 8 KomOuHayuu ¢ 0eKCamemazoHoM 00 NPOSPeccUupo8aHus 3a001e8aHUs Y
nayueHmos, KOmopuviM He NOKA3aHa MPAHCNIAHMAYUSL

* Pekomenmyemasi HayaspHas J103a JICHAJUIOMHIA COCTaBIsIET 25 MI OAMH Pa3 B JCHb
BHYTPh B 1 1o 21 1eHb MOBTOPHBIX 28-AHEBHBIX IHUKJIOB. PekoMeHyeMas qo3a jJeKkcameTra3oHa
cocraiusieT 40 Mr oaMH pa3 B JeHb BHYTpb B 1, 8, 15 1 22 1HM NOBTOPHBIX 28-THEBHBIX LUKJIOB.
[TarueHTsl MOTYT OPOJOIKATH  TEPANMI0  JICHAIUJOMHIOM H  JEKCaMETa30HOM 1O
IPOTPECCUPOBAHMS 3a00JIEBaHUSl WM TIOSBJICHHUS TNPU3HAKOB HemepeHocuMocTd. [lomarosoe
CHIKEeHUE 03bl onucano B UMIL.

Jlenanuoomuo 6 KomOuHayuu ¢ MeiParaHomM U NPeOHU30IOHOM C Hocaedyruel
noodepcugaroweil. mepanueti 1eHAIUOOMUOOM Y NAYUEHMO8, KOMOPLIM He NOKA3aHd
MPAHCHIAHMAYUS KOCMHO20 MO32a

* Pekomennyemas HauasbHas 7103a JieHanuaomuaa cocrasisier 10 Mr oguH pa3 B J€Hb
BHYTPb B | mo 21 neHb MOBTOPHBIX 28-1HEBHBIX LIUKIJIOB (0OILIEH YMCIEHHOCTBIO 10 9 IIUKIIOB), a
menganana - 0,18 MI/Kr U npeaHu30I0Ha - 2MI/KT BHYTph B 1-4 THU NOBTOPHBIX 28-THEBHBIX
nukioB. IlanmeHtaM, KOTOpble 3aBeplIMIM 9 TMOJHBIX LMKIOB WIM HE MOTYT I[0JIy4aTh
KOMOUMHUPOBAHHYIO TEPAIHUIO U3-32 HENEPEHOCUMOCTH, Ha3HAYaI0T MOHOTEPAIIHIO
neHanuaoMuoM: 10 Mr oiuH pa3 B AeHb BHYTpb B 1 110 21 1eHb HOBTOPHBIX 28-THEBHBIX IIUKJIOB
10 porpeccupoBanus 3aboseBanus. [lomarosoe camxenune 103sl onucano B UMIL.

MHuoocecmeennas muenoma y NAyueHmos, NONYYAGUWIUX KAK MUHUMYM OOHY JUHUIO
mepanuu

* PekomenayeMas HayainbHas J03a JICHAJIUAOMHJIA COCTABISIET 25 MI OJMH pa3 B JEHb
BHYTpPb B 1 1o 21 neHb MOBTOpPHBIX 28-THEBHBIX IIUKJIOB. PekoMeHayeMas 1o3a jJeKcameTa3oHa
cocrtapnsieT 40 Mr ouH pa3 B AeHb BHYTPH B 1-4, 9-12, u 17-20 qau kaxxaoro 28-1HEBHOTO UK
B MepBbIe 4 1UKIIa Tepanuu, 3ateM 1o 40 Mr OJMH pa3 B A€Hb B 1-4 JHU KaXKIOTO MOCIEIYIONIEro
28-nHeBHOTO 1MKJIa. Bpady crienyer TmareiabHO MOAOUPATh J03y JAeKCaMeTa30Ha, MPUHUMAs BO
BHUMAaHHE COCTOSHHUE IMallieHTa M cTaauio 3aboneBanus. IlomaroBoe cHMKeHUE O3Bl OIMCAHO B
NMIL.

Muenooucniacmuueckue cuHOpombl

* Pexomennyemass HaualbHas J03a JEHAJIUAOMUIA cocTaBideT 10 Mr oauH pa3 B JEHb
BHYTpPb B 1 110 21 1eHb MOBTOPHBIX 28-THEBHBIX HUKIOB. [lomaroBoe CHI>XKEHNE A03BI ONACAHO B
HMII.

Jlumehoma u3z Knemox MaHmMutiHoOU 30Hbl

* Pexomennyemass HauvalbHas J03a JEHAJIUIOMHUIA COCTABIIAET 25 MI OJUH pa3 B JCHb
BHYTpPb B 1 110 21 1eHb MOBTOPHBIX 28-THEBHBIX HUKIOB. [lomaroBoe CHIKEHHE 103bI OITMCAHO B
HMII.



PUCKU, CBA3AHHBIE C IPUEMOM JIEHAJIMIOMU A

B cnenyromem paszene copepikarcsi peKOMEHIAIMH ISl PaOOTHUKOB 3PAaBOOXPAHEHUS O
TOM, KaK CBECTH K MUMHHUMYMY OCHOBHbBIE PHCKH, CBSI3aHHBIE C IPUMEHEHHEM JieHanuaomMua. Cu.
taxxe UMIL

TpaHu3uTopHOe ycyryojeHne KIMHAYeCKUX MPOsSIBJEHUH OIyX0JId

TpansuropHoe ycyryOjeHue KiIMHHYeCKUX mposieieHuin omyxonu (TFR) wacro
HAOJI0/IaeTCsl Y MAllMeHTOB C MaHTHHHOKIETOUYHOW JIMM(OMOM, KOTOpbIE MOJIy4alOT JeueHHUe
aeHamuaoMuoM. K manmeHTaM ¢ MOBBIIICHHBIM PUCKOM pa3BUTHsl |FR oTHOCATCS GONBbHBIE C
TSDKEJIBIM TEUEHUEM OHKOJIOTHYECKOro 3a0oyieBaHMs 10 Hayala Tepanuu. TakuM NanueHTam
JEHAIMOMHU] CIeAyeT Ha3HauaThb C OCTOPOXKHOCTBIO. Takue manueHTsl TPEOYIOT MOCTOSIHHOIO
KOHTPOJISl, 0COOCHHO B TE€UEHHUE MEPBOT0 LKKIIA WU MPU MOBBIIICHUHU J103bl, TAK)KE HEOOXOAMMO
IPUHSTH COOTBETCTBYIOIIME ITPETOCTOPOKHOCTH.

VY nanuentoB ¢ TFR 1 unu 2 crenenu penieHue o npepblBaHUN JICUSHUS JICHAIUIOMHIOM
WJIM YMEHBIIEHUU €r0 J03bl OCTAETCS HA yCMOTpeHue Bpava. Y nauueHToB ¢ TFR 3 wnu 4 crenenu
TEpanuio JEHAIUIOMHIOM CIEAYyeT MPUOCTAHOBUTH 0 TEX IMOp, MOKA BBIPAXKEHHOCTh |FR He
cam3utcss A0 < 1 cremenu. CumnrTomaruueckas Tepanuss [FR mOpoBOIUTCS COTIIACHO
pEeKOMEeHIaIusM 110 jiedeHuro TFR 1 u 2 crenenu.

IlepBuuHbIe 3710Ka4YeCTBEHHbIE OMYXO0JIH APYToi JIOKAJIU3AHA

B kiIMHHYECKMX HCCIEIOBaHUAX OTME4YeHa OoJyiee BBICOKAas 4YacTOTa BO3HUKHOBEHUS
NEPBUYHBIX 3JI0KAYECTBEHHBIX OIYXOJIEH APYroi JIOKaJu3aluy y MalleHTOB, paHee MOoIy4YaBIINX
JICYCHHUE JICHATUIOMHUIOM U JekcamerazoHoM (3,98 nHa 100 dyemoBeko-JeT) MO CPaBHEHHIO C
KoHTposibHOM rpynnoi (1,38 na 100 uenoseko-net). Hemnazususie [10/1JI Bkitouanu 6azannomy
U IUIOCKOKJIETOUHBIA pak KoxKu. boinbmiag yacte mHBasuBHbIX [1O/]JI oTHOCHIACh K COMMAHBIM
omyxoism. B KM y manuentoB ¢ BJIMM, kotopeim He Obuta mokazaHa TI'CK, momydaBmmx
JeHAIUJIOMHUJ B KOMOMHAaUMU C MendasaHoOM U MPEeIHU30JOHOM JIO MPOrpeccCUpOBaHUS,
Ha0roaI0Cch yBennueHnue 3adoneBaemoctu remartosioruaeckumu [1OJI (OMIL, M/IC) B 4,9 paza
(1,75 na 100 yenoBeko-leT) MO CpPaBHEHUIO C TMAlMEHTaMH, TMONTYYaBIIMMU MendanaH B
koMOuHanmuu ¢ npenHuzosnoHoM (0,36 Ha 100 yenmoBeko-yeT). YBenuueHue 3a00J1€Ba€MOCTU
comuaubeiMu [TOJIJI B 2,12 paza oTMeuanocs y NayeHToB, NOAY4YaBIINX JIEHATUIOMUA (9 IUKIIOB)
B kKoMOuHammu ¢ mendananoM u npeaau3ononom (1,57 na 100 yenoBeko-J1eT) Mo CpaBHEHUIO C
MmenanaHoM B KOMOUHAIMHK ¢ ipeaHn300HoM (0,74 Ha 100 yenoBeko-ier).

VY mnauueHToB, NOJYyYaBUIMX JICHAIMIOMHUA B KOMOMHAIMM C JEKCaMEeTa30HOM JI0
IporpeccupoBaHys WK B TeueHHe 18 mecsies, 3a0oneBaemMocTs rematonornyeckumu I1O/1J] we
yBenuunBaiachk (0,16 Ha 100 uenoBeko-J1€T) MO CpaBHEHUIO C TPUEMOM Medaiana, IpeIHU30JI0Ha
u Tanuaomuaa (MPT) (0,79 na 100 genoBeko-ier).

VBenuuenue 3aboneBaemoctu conuaabiMu [IOJIJI B 1,3 pasa 3apeructpupoBaHo y
NaIMEeHTOB, MOJIYYaBIINX JIEHAIUIOMU B KOMOWHAIIMHU C JIEKCAMETAa30HOM JI0 POrPECCUPOBAHUS
nu B Teuenue 18 mecsnes (1,58 na 100 genoBeko-yer) o cpaBHenuto ¢ npuemom MPT (1,19 na
100 yenosexo-net). [loBbieHHbIH pUcK pa3BuTus remaroioruueckux [TOJJI Ha done nmpuema
JICHAJIMJIOMHJIA aKTyaJIeH Takxke W s nanuenTtoB ¢ BJIMM nocne TpaHcmiaHTalluk CTBOJIOBBIX
KJIETOK. XOTS 3TOT PUCK €LIE HE IOJIHOCTHIO OXapaKTEpU30BaH, €ro HYXXHO HMMETh B BULY,
NpUHMMAas pEelIeHHe O Ha3HaYeHWM Mpernapara JleHanuIoMua AaHHOM TIpymIme NalleHTOoB.
[loBbIIEHHBIA PUCK BO3HMKHOBEHHS BTOPBIX MEPBUYHBIX 3J0KAYECTBEHHBIX OIYXOJIEH TaK»kKe
HabmoaeTcs B cixydae BBMM nocrnie TpaHCIiaHTaIlMK CTBOJIOBBIX KJIETOK. XOTsI 3TOT PUCK ellle
HE BIIOJIHE ONPEJEIIEH, €T0 CIEAYET YUYUTHIBATH IPU PACCMOTPEHUH BO3MOXXHOCTH MCIIONIb30BaTh U
HCIIOJIb30BaHUU Mpenapara JIeHamuaoMu B TAKUX YCIOBUSX.

Yacrora remaronornueckux [IOJJI, rmaBaeiM oOpazom, OMJI, MJIC u B-kierodnbix
muMpom (Brirouast mumpomy XomkkuHa) coctaBisia 1,31 va 100 demoBeko-JeT A TPYIIIBI
nenamunomuaa u 0,58 Ha 100 yenosexo-net amns rpynnsl mwiaredo (1,02 va 100 yenoexo-ner At
rpynnsl JeHanuaomuaa nocie TI'CK u 0,60 Ha 100 yenoBeko-neT j1sl MAlMEHTOB, KOTOPHIE HE
nonyvanu JeHanuaomus nocie TI'CK). Yacrora pazsutus conuaabix [1OJI cocrasnsiia 1,36 Ha



100 yenmoBeko-eT A rpymibl JeHamaomuaa u 1,05 na 100 genmoBeko-neT 1yisl TPyNIbI mianeto
(1,26 Ha 100 yemoBeko-neT ais rpymisl JieHanuaomuaa mociae TT'CK u 0,60 va 100 yenoBeko-ner
JUTSl TAIMEHTOB, KOTOphIe HE noixyyanu JeHanugomus nocie TT'CK).

Puck pasutus remaronornueckux I[IOJIJI cinexgyer yuuThiBaTh mepes Ha3HAYEHUEM
JCHAIUIOMUIA KaK B KOMOMHAIMK ¢ MeJ(allaHOM, TaK U HEeTOCPEJACTBEHHO TOCIIe PUMEHEHHUS
BJIAM/TT'CK. Bpaun n0KHBI BHHMATEJIBHO OOCIEIOBaTh MAIMEHTOB C HCIIOJIh30BAaHUEM
CTaHJAPTHBIX JUArHOCTUYECKUX MeToAoB s BeisiBieHus [1O/]J] kak nmepen Havamom Tepanuw,
TaK U B TEUEHUE BCETO Meproja ieueHus. JleueHue ciaenyeT NpoBOJUThH COrTIaCHO OOLIETPUHSATHIM
PEKOMEHIALIUSIM.

IIporpeccupoBanme 10 OCTPOro MHEJTONTHOIO JIeiiK03a MPU HU3KOM MJIH YMePEeHHOM
(1) pucke MUEJIOAUCIIIIACTUYECKHX CHHIPOMOB

Kapuomun

HcxonHble mepeMEHHBbIE, BKJIIOYas COBOKYIMHOCTh IUTOICHETHMYECKUX HapyIICHUH,
IpeonpeeNsoT nporpeccupoanue 10 OMJI y manueHToB, 3aBUCUMBIX OT FeMOTpaHcy3uil u
JEMOHCTPUPYIOIIUX Jienenuio 5g. B xone komOuHMpoBanHoro ananusa Asyx KU nenanunommuna y
naiueHToB ¢ MJIC HU3KOro M MPOMEKYTOYHOrO-1 pucka OBLIO OTMEYEHO, YTO MAIMEHTHI CO
CJIOKHBIMU IUTOT€HETUYECKUMU HAPYIICHUSIMU JEMOHCTPUPOBAIM CaMbIN BBICOKMM 2-JIETHHMA
KyMYJSTUBHBIM puck mnporpeccupoBanus 1no OMIJI (38,6%). IlporHosupyemas yacTtora
nporpeccupoBanus 10 OMJI B TeyeHue 2 JieT y MaLMEHTOB C WM30JMPOBAHHOW Jenernuei 5q
cocraBuna 13,8% mo cpaBHenuto ¢ 17,3% y manueHTos ¢ genenueit 5 u 0JHUM JTOTOTHUTEIbHBIM
[UTOTCHETUUECKUM HapyIICHUEM.

COOTBETCTBEHHO, COOTHOIIEHHUE IOJIb3a/PUCK TEparuy JICHATHIOMHUIOM MallUEeHTOB C
MJIC5q B coueTaHnM ¢ KOMIUIEKCOM LIUTOT€HETUUYECKUX HapyIIEHUH HEU3BECTHO.

Onyxonesuviii npomeun P53 (TP53)

Myranus TP53 Bo3aukaer y 20-25% manuentoB ¢ MJIC5q ¢ HU3KUM PUCKOM U COTIPSKEHA
C BBICOKMM pHCKOM mporpeccupoBanus 10 OMIL. IIporno3upyemas yactora nporpeccupoBaHus
1o OMJI B Tteuenue 2 ner cocraBiser 27,5% y NAlUEHTOB C MOJOXKUTEIBHBIM DPE3YyIbTaTOM
MTCp53 (1% ypoBeHb OTCEUKH CHUJIBHOIO SIIEPHOTO OKpallUBaHHS C HCIOJIb30BaHUEM
MMMYHOTHCTOXMMHMUYECKON OlleHKH Oenika p53 B KadecTBE 3aMEHMTENS] MYTAlMOHHOIO cTaryca
TP53) u 3,6% y manueHToB ¢ oTpulareabHbiM pesynbratoM UT'X-p53 (p = 0,0038).

Ilpozpeccuposanue 00 opy2ux 3n1oxavecmeennvix onyxoei npu JIMK

V¥ nanuentos ¢ JIMK cymectByer noreHuumanbHbiil puck pazsutus OMJI, B-knerounsix
OITyXOJIeH ¥ HEMEIaHOMHOTO paKa KOXH.



IMPOI'PAMMA NNPEAYHNPEXJIEHUA BEPEMEHHOCTHU

» JleHanmuaomMua - CTPYKTYpHBIH aHAJIOr TanuaoMuna. TanuaoMuJ - BeIIECTBO,
o0Jajaroniee aKTUBHBIM TEPATOTCHHBIM 3((EKTOM U BBI3BIBAIOIEE TSIKEIBIC )KU3HEYT POKAIOIINE
IIOPOKM pa3BUTUS y 4yejoBeka. VccienoBaHue BIMSHHUA JICHATUAOMMIA Ha 3MOpHO(eTanbHOoe
pa3BUTHE IMPOBOAWIM Ha 00€3bsHAX, KOTOPHIM Ipernapar BBOAWIM B J03aX A0 4 MI/KI/CYT.
Pe3ynpTaThl JaHHOTO MCCIENOBAaHUS MOKA3alM, YTO JICHAIWIOMUJ BbI3BIBACT TSKEIbIE IOPOKU
pa3BuTHs (KOPOTKME KOHEYHOCTH, eopMalys MajbleB, 3asICThs U (WIM) XBOCTA, JIUIIHUE WIN
OTCYTCTBYIOLIIME Malblibl) y IMOTOMCTBA CaMOK 00€3bsiH, IMOJYYaBIIUX Ipernapar BO BpeMms
O6epemeHHOCTH. TanmuaoMua NPUBOAMI K TIOSBICHUIO MOAOOHBIX THUIIOB MOPOKOB Pa3BUTHUS B
110JJ00HOM HCCIIEIOBaHUH.

* XOTsI NaHHBIX O BIMSHUM JICHAJTUAOMHIA HAa OCPEMEHHBIX MXCHIIMH HET, HEeJb3s
UCKJIIOUUTh TepaToreHHbld 3¢ddexkr mnpemapara, paBHO Kak W IpU JIEYEHUU JAPYIHUMHU
XMMHOTEPANeBTUYECKUMHU TpenaparamMu. [lo 3Toil mpuymMHE JeHaTHIOMHUJ HPOTHBONOKA3aH
OepeMEeHHBIM JKEHILMHAM U KEHILUHAM, CIIOCOOHBIM K JIETOPOXK/ICHHIO, 32 UCKIFOUEHUEM CIIy4YacB,
KOTJ1a COOJII0Ial0TCs YCIOBUS porpaMMbl ipeaynpexaeHus oepemennocta (I1116).

* OHO U3 TpeOOBaHU MPOrpaMMbl MPEAYIPEKIECHUS OEPEMEHHOCTH 3aKII0UACTCS B TOM,
9TOOBI Bce paOOTHUKH 3APAaBOOXPAHEHUS MMOATBEPIUIN, YTO OHU POWIH M MOHSJIN COJepKAHNE
JAaHHOM OpoIIophl IepeA Ha3HaYeHWEM WIM OTIYCKOM IHpenapaTta JleHamupomun maroOomy
MAIMCHTY.

* Bce My)XUMHBI U JKEHIIMHBI, CIIOCOOHBIE K JIE€TOPOXKICHUIO, B HaYase JICYCHUs T0JIKHbI
MPOUTH KOHCYJBTAIUIO O HEOOXOIUMOCTH MpeaynpexaeHuss 0epeMeHHOCTH (¢hakm nposedenus
KOHCYIbmayuu 0oadicer 0vims 0oKymeHmuposar ¢ Dopme 0Jis HAUALA NEYEHUSL).

* [TanimeHTH! JOIDKHBI OBITH CIIOCOOHBI COOMIOIATh TPEOOBaHMSI 0€30ITaCHOTO IPUMEHEHUS
JICHAJIMIOMU 1.

* [TaneHTHI TOJKHBI MTOTYYUTh COOTBETCTBYIONINE o0yJaromue MaTepuansl («bpommopy
Ui nanueHTa» 1 «KapMaHHy0 HHPOPMALMOHHYIO MAMATKY JJIs AllUEHTa»).

* B mpumaraemom AjropuTMme mpuBeneHO ommcaHue [Iporpammbl TpemaynpexIeHus
OepeMEHHOCTH W NPUHIUMBI KaTeropu3aluy IalMeHTOB [0 TMOJIy M CIIOCOOHOCTH K
JETOPOKICHHIO.



HA3ZHAYEHUME JIEHAJIMJTOMUIA

7KeHIMHBI, cIOCOOHBIE K 1€TOPOKIEHUI0

* XKenmunaMm, cmocoOHBIM K JIETOPOXKICHHIO, MOKHO Ha3HAuyaTh JIEYCHHE IpernapaToM
NPOJIOJDKUTEILHOCTRIO  HE 0oJiee 4YeTbpeX IOCIeAOBAaTeNbHBIX HeNelnb B  JIO3UPOBKE,
COOTBETCTBYIOIIEH YTBEPKJACHHBIM IMOKAa3aHUIM (PEKUM JO3UPOBAHUS).

* He cnengyer Ha3Hauarh mperapaT >KCHIIUHAM, CIIOCOOHBIM K JETOPOXKICHMIO, MOKa HE
MOJIyYeH OTPUILIATEIbHBIA pe3yNbTaT aHallu3a Ha 0EpeMEeHHOCTb, IPOBEJCHHOIO HE paHee, YeM 3a
TPH JIHS 0 Ha3HAYCHUs IIpenapara.

Bce ocTanbHble MallMEeHTHI

* Yro Kkacaercs BCEX OCTAJIbHBIX IMAIIMEHTOB, Ha3HAYEHUE JICHATUIAOMHIA JIOJHKHO
OrpaHMuMBaThCsi 12 HedensMu HempepslBHOrO JedeHus. [Ipojgomkenue medeHus TpeOyer
MOBTOPHOT'O HA3HAYEHHUS Mpenapara.

KeHnmuel

Crnenyet onpenenuTb JeTOPOIHbIN MOTEHIMAI )KEHITUHBI.

+ JKeHmMHa-manMeHT WIM JKEHIIMHA, CEeKCyalbHbIH MapTHEp MyXuuHbl-nanueHta, HE
CUMTAIOTCS CHOCOOHBIMH K JETOPOXKICHHIO IMPHU HATUYUU XOTS OBl OIHOTO W3 CIEIYIOIIUX
(hakTOpoB:

- Bo3pacT > 50 ser u ¢u3MoIOrHUEcKas aMeHopes: Ha MPOTsHKeHUW > 1 roma (ameHopest
BCJIEJICTBUE NMPOTUBOPAKOBON Tepanuu WM B MEPUOJ] I'PYIHOTO BCKApMIMBAHUS HE HCKIIIOYAET
HaJIMYUS PENPOTYKTUBHOTO TOTEHIINATIA).

- paHHAS HEJOCTaTOYHOCTh SIMYHUKOB, IOJTBEP)KICHHAS THHEKOJIOTOM.

- JIBYCTOPOHHSSI CaJIbIIMHI00(OPIKTOMHUS UM TUCTEPIKTOMHUS B AHAMHE3E.

- renotun XY, cuHapom TepHepa, areHe3usl MaTKu.

Ecnu BHI He YBEPCHBI, COOTBCTCTBYCT JIM JKCHIIMHA YKA3dHHBIM KPHUTCPUAM, pPCKOMCHAYCM
HAIlIpaBUTH MMAIIUCHTA Ha KOHCYJIbTAlITUIO TMHEKOJIOTa.

PexomMenganum NOJUTHKH NPOQECCHOHATBHON NPAKTHKH 1O 0e30IacHOCTH JIst
JKEHIIMH, CIIOCOOHBIX K 1€TOPOKIEHUIO

JKeHIuHBI, CIOCOOHBIE K IETOPOKICHHUIO, HUKOTA HE I0JIKHBI IPUHUMATh JIEHATUAOMHU/,
eclu:

* OHU OepeMEeHHBI;

* €CJIM OHH KOPMST TPYAbBIO;

* JKEHIIMHA cocoOHa K 3a4aTHIO peOeHKa, Take eclIi OHA He ITUIAaHUPYeT OEpeMEHHOCTb,
CJydae OTCYTCTBHSI BBITIOJTHEHUS BCEX YCIIOBHH MPOrpaMMBI IPEAYTIPEKICHIS OEPEMEHHOCTH.

C yueToM BO3MOXKHOI'O pHCKa TEpPaTOreHHOI'O BO3ACUCTBHUS JICHAIWIOMHAA, CIEAYeT
n30eraTh BO3JICHCTBUS TpenapaTa Ha IUIO/.

* JKeHImuHBI, CIOCOOHBIE K IETOPOXKICHHIO (JaXKe MPH HATMYUH aMEHOPEH ), TOJIKHBI:

- WCTOJB30BaTh HE MEeHee 0MHOTr0 ((HEKTUBHOTO crocoda KOHTpAICNIIUU B TEUCHUE HE
MeHee 4 Hezenb JJ0 Hayajia Tepanuy, BO BpeMs TepamuH, a TakKe B TEUeHHE He MeHee 4 Henelb
10CJIe 3aBEPIICHUST TEPAINUU JICHATHIOMHUIOM U JlaKe B clydae IepephiBa B IpHUeMe Ipernapara
1100

- co0roaTh abCOIOTHOE HETIPEPBIBHOE BO3CPIKaHUE, TOATBEPIKIAAEMOE €)KEMECIHO, U

- MMeTh OTpULATENbHBbIE PE3yJbTaThl aHalu3a Ha OepeMEHHOCThb, BBIIOJHEHHOTO I0J]
Ha0JI0/IeHneM Bpaya (MUHHUMalbHasi 4yBCTBUTENbHOCTH TecTa 25 MME/Mi), B TeueHue He MeHee 4
HeJsleNnb Mociie Havyasla MCIOJIb30BaHUs KOHTPALCNIIMM U 3aTEM HEe MEHee OJHOro pa3a Kaxiele 4
HEJIeH B XO/I€ JieueHUsl (BKIJI0Yas TIepephIBBI B MPUEME TIperapara), v 1o MeHbIeil Mepe yepes 4
HEJeNM TIOCiIe OKOHYAHMS JIeYeHHs (3a HCKIIOYCHHEM CIy4yaeB IOATBEPKICHHON TpyOHOI
crepwim3anun). JlaHHoe TpeOoBaHME PacCHpPOCTPAHSAETCS W Ha CHOCOOHBIX K JETOPOXKICHHIO
KEHILUH, TPUEPKUBAIOLINXCS TIOJTHOTO U TOCTOSIHHOTO BO3ZIEP KAaHUS OT IOJIOBOW KU3HH.



Ykaoicume 30ece umerowuecs mecmol Ha Oepemennocb, NPUMEHAEMble 8 COOMBEICIEUU

C MEeCMHOU KAUHUYECKOU NPAKIMUKOU.

 [larmeHToB creayeT TPEayNpeAnTh O TOM, YTO OHHM JIOJDKHBI COOOIIaTh O TpUEMe
JICHATMIOMHU/Ia Bpavy, Ha3HAYaIOIIEeMy KOHTPAICITUBEI.

* [TanmeHTOB creayeT NpeaynpeanTh O TOM, YTOOBI OHM COOOIIANH BaM 0 HEOOXOIMMOCTH
W3MEHEHUS METO/1a KOHTPAIICTIIIMK WK €€ TIPEKPAICHHs], €CITH Takas HE0OX0UMOCTh BOSHUKHET.

Eciu mamuenTka He wuCmonb3yeT A(PQGEKTUBHBIA METOJ KOHTpAICINH, €€ CIEAyeT
HalpaBUTh K Bpady, CICHUATU3UPYIOMIEMYCS B OOJACTH KOHTpALCHIUU, I TOJYyYCHHS
COOTBETCTBYIOIIMX PEKOMEHJIAlUi, KOTOPBIC IMO3BOJIAT €M HadaTh MCIOJIb30BAaHUE YKa3aHHBIX
METOJOB.

K BbICOKO?(D(PEKTUBHBIM METOIaM KOHTPAIETIITUN OTHOCSTCS:

. MOJIKOYKHBIE TOPMOHAJIbHBIEC UMILIAHTATHI;

. BHYTPUMATOYHBIE CUCTEMBI, BhIJEsIoue JeBoHoprectpen (BMC);

. JIeTno-TIpenapaThl MEAPOKCUIIPOIeCTEPOH alleTaTa;

. nepeBsi3ka MaTOYHBIX TPYO;

. Ba33KTOMUS NapTHEpa (IIOATBEPKIAETCS IBYMSI OTPULIATENIbHBIMU
aHAJIM3aMH CEMEHHOM KUIKOCTH);

. IPOTECTEPOH-COJIePIKAIINE TAOIETKH, MHTHOMPYIOIIUE OBYJISIIHIO

(Harpumep, Ae30recTpen).

B cBiA3u ¢ TOBBILIEHHBIM PUCKOM TPOMOOIMOOJIIMYECKUX OCJIOKHEHHH Ipuem
KOMOMHHMPOBAHHBIX MEpPOpPalIbHBIX KOHTPALENTHBOB HE IOKa3aH MalMeHTKaM ¢ MM,
NPUHUMAOIIUM JICHAJIUIOMHU]] B COCTaBe KOMOMHMPOBAHHOW Tepanuu, U B MEHbIIEH CTENEHU -
nanpentkam ¢ MM, MJIC u JIMK, koropble moiy4ar0T MOHOTEPANHIO JICHATUIOMHUAOM (CM.
«B3aumopeiictBue ¢ ApyrMMH  JIEKapCTBEHHbIMHM  Ipemaparamu»). s s>ddexTuBHOi
KOHTpALIENIUU 3TUM MHallMEeHTKaM PEKOMEHIYEeTCs UCII0JIb30BAaTh OJUH U3 MEPEUYUCICHHBIX BBIIIE
MeTonoB. lloBblmieHHBI puUCK pa3BuTus TO coxpaHsercs B TeueHue 4-6 Henenb mocie
npeKpalleHus nprueMa KOMOMHUPOBAHHBIX MPOTUBO3a4aTOYHBIX CPEJICTB.

O} PexkTUBHOCTh TOPMOHAIIBHBIX MTPOTUBO3aYaTOYHBIX MPENapaToB MOXKET OBITh CHUXKEHA
IIPY OAHOBPEMEHHOM Ha3HAYEHHUH JEKCaMETa30Ha

[TanmeHTKaM ¢ HEUTPOIIEHUEN, UCITONIB3YIOIIUM B Ka4€CTBE NPOTUBO3a4aTOYHOIO CPEACTBA
NOJKOXHBIE TOPMOHAJIBHBIE HMIUIAHTHl WJIM BHYTPUMATOYHBIE CHUCTEMBI, BBIICISAIOLINE
JIEBOHOPTECTPENl, HEOOXOAUMO TPOPHIAKTUYECKH Ha3HAYyaTh AaHTHOMOTUKH B CBSI3H C
HOBBIIIIEHHBIM PUCKOM HH(PEKIIMOHHBIX OCJIOKHEHHH B MOMEHT YCTAaHOBKHU ATHUX TE€PANIEBTUUYECKUX
CUCTEM, a TaK)XK€ IOBBIIIEHHBIM PUCKOM HEPETYJISPHBIX KPOBSHUCTBIX BBLACIEHUN M3 MOJOBBIX
IyTeH.

Hcnonp30BaHWe BHYTPUMATOUHBIX CHUCTEM, BBIICISIONIMX MEIb, KakK IpPaBUJIO, HE
PEKOMEH/IyeTCsl B CBSI3M C BBICOKMM PHUCKOM pa3BUTHS MH(PEKIMOHHBIX OCIOXHEHUH B MOMEHT
MMIUTAHTAllMU ¥ TIOBBIIIEHHOW KPOBOMOTEPH BO BpEeMs MEHCTpYyallH, KOTOpas MOXET YCHJIHTbH
BBIPQ)KEHHOCTh HEUTPONIEHUU HJIM TPOMOOIIUTONICHUH Y TTAIIUEHTKH.

Bawm cnegyer npeaynpeauTh MalueHTKy O TOM, YTO €CJIM Ha JOHE JISUEHHU S JICHATNA0OMUI0OM
OHa 3a0epeMeHeeT, MpHUeM TIpenapaTa HEOOXOAWMO HEMEIJICHHO IPEeKpaTHUTh U cpa3y xKe
npOorH()OPMUPOBATH JICUAIIETO Bpaya.

PexoMenpaumu aj1st My:K4uH B pamkax nporpammsi I1ITb

* C yueToM BO3MOJKHOTO pHCKAa TEPATOT€HHOCTH JICHAIWAOMUAA, CIeayeT Hu30eraTh
BO3JEHCTBUS Mpernapara Ha mioJ.

* Ilpoundopmupyiite Bamero mamueHTa O TOM, Kakue d(PQPEKTHUBHBIE METOJIbI
KOHTpALEINN MOXKET UCIOJIb30BaTh €r0 NapTHEpLIA.

» JlenanunoMuJ IIPOHHUKAECT B CEMEHHYIO XKUAKOCTBH 4esioBeka. [loaTomy Bce manueHTh
MY’KCKOT'O I10JIa TOJDKHBI TI0JIb30BaThCS IPE3EPBATUBOM HA BCEM NPOTSHKEHHUH JICYCHUS, B IEPHOJ
IepepbIBa B IPUEME MIpeIapara U B TCUEHUE HE MEHee 7 AHEH I0CiIe OKOHYaHUS JICYECHHUs], €CIIU UX
napTHepIIa cnocoOHa K JETOPOXKICHHIO, HE MOJb3yEeTCs METOAAMU KOHTpALENLMU U Jaxke €ClIu
MY>KUHHA [IEPEHEC Ba33KTOMHUIO.



* [lanueHTy cneayeT pa3bsCHUTH, YTO €CIIU €ro MmapTHepila 3abepeMeHeeT B TOT MepHo/,
KOTI'Jla OH IPUHUMAET JICHAIUIOMHU/]I LJTU BCKOPE MOCIIE MPEKpallieHus Teparuy JIEHAIHIOMHUIOM, OH
JIOJDKEH HEMEUIEHHO MPOWH(OPMHUPOBATH CBOETO Jiewalero Bpaya. [lapTHepina Takoro maueHnra
JOJKHA HEMEJIJICHHO MPOMH(OpMHUpOBaTh CBOETO Bpaya. Ee cieayeT HanpaBUTh K CHICIUANINCTY B
00J1aCTH TepPaTOIOTUH [T 00CIIEIOBAHUS U MTOTyYCHHUS PEKOMEH AL,

* [TaniveHThI HE AOKHBI C/IaBaTh CIIEPMY B KaUeCTBE JOHOPA BO BpeMsl JIeUeHH S (BKIIIOYAs
NEepUOJIbI IPEPHIBAHUS TEPAINH), @ TAK)KE B TEUCHUE 110 MEHbLICH Mepe 7 AHEH MOCiIe 3aBepIICHHS
preMa JeHAIUIOMU/A.

YTuanzanus 0CTaTKOB NpPenapara 1 0C00EHHOCTH 00pallleHUs ¢ NpenapaToM

* Kamcynsl He crnenyer OTKpeIBaTb W u3MenbyaTh. [lpm nomamanum mopoiuka
JICHAMOMHUIA Ha KOXKY HEOOXOIMMO HEMEIJIEHHO TIIATENIbHO MPOMBITH KOXY BOJOW C MBLIOM.
HpI/I IIornagaHuy JICHaJIUAOMUa Ha CIU3UCTHBIC 000104YKH TIIATCIIBHO IPOMBITH BOI[OI>'I.

* [lanMeHThl AOKHBI OBITH MPEIYNPEXKIECHBI O HEJOMYCTUMOCTH NEpeaadd Inpenapara
JECHATUJAOMHUJT IPYroMy JIUIy U O HEOOXOJAMMOCTH BO3BpaTa BCEX HEHCIIOIb30BAHHBIX KarCysl
cBOoeMy (hapmareBTy B KOHIIE Kypca JIeUeHUs 1715l 0€301MacHON yTHIIM3alKK TIpernapara.

JloHOpCTBO KPOBH
[TareHThl He TOJDKHBI CllaBaTh KPOBb B MEPHOJ TEpalMH, a TAKXKe B TEUCHHE HE MeHee 7
JTHEH 1ocJie 3aBepIleHUs JeUeHHs! JICHAINI0OMHJIOM.

TpeGoBanus B ciay4yae npeanosaraemMoii 6epeMeHHOCTH

* [Ipekpatuts JieyeHue, €CIIM MALKUEHT - KEHIIMHA.

* HarpaBuTh NanMeHTKy K Bpauy, CleHaTN3UPYIOIIeMycs B 00J1aCTH TEPATOJOTUH MITH UMEIOILEMY

COOTBETCTBYIOILUHN OIBIT, ISl 00CIIEOBAHUS U NIOJyYEHUSI PEKOMEHJa Ui,

* CooOmmTh npeacTaBuTensIM koMnanuu «M3Bapuno @apmay 0 TakuX CiIydasx.

o B naHHBIN KOMIUIEKT JOKYMEHTOB BKJIIOUeHa «DopMa BBISBIEHUSI OEPEMEHHOCTIY.

o Kommanus «M3Bapuno @apma» xorena Obl OTCIEXKUBAaTh BCE CiIydal I0/103PEBAEMbBIX
OepeMeHHOCTell Yy TAalMeHTOK, IPUHUMAaBIIMX Ipenapar, W NapTHepIl MalHeHTOB,
MPUHUMABILIUX Mpenapar.

o Iloxany¥icta, CBSZKATECH C IPEACTABUTENAMU KoMnaHuu «3BapuHo Papmay.

HE HAYMHAMTE JIEYEHUE KEHIIUHBI, CHOCOBHOM K JETOPOXJIEHUIO, B
CJIYUAE, ECJIM OHA HE MCHOJB3YET XOTSI Bbl OJWH D®PEKTHUBHbLIN
METO/JZI KOHTPALHEIIIIMKX B TEYEHUE HE MEHEE 4 HEJIEJIb WJIN HE
MNPUAEPKUBAETCA IMOJHOI'O MU HNOCTOAHHOI'O BO3JAEPXKAHHUA OT
MOJIOBOM KU3HU, YTO JOJI)KHO BbITh NOJATBEPXKIEHO OTPULIATEJABHBIM
PE3YJIbTATOM TECTA HA BEPEMEHHOCTDb!

COOBIHIEHUE O CIYYASIX HEXKEJATEJBHBIX PEAKIIUIA

be3zonacHoe NnpuMeHEHHE JEHAIMIOMHJIA SBISETCA TJIABHBIM IPUOpUTETOM. B pamkax
IPOIOJDKAIOIIErOCsl MOHUTOpPHHra Oe3omacHocTH Kommanus «W3Bapuno ®apmay» cobupaer
CBEJICHUS O HEXENAaTEJIbHBIX PEaKIUAX, Pa3BUBIIMXCA IPHU JEUYCHUM JIEHAIMIAOMUIOM. biiaHku
COOOIIEHNH 0 HEeXKeNIaTeNIbHBIX PeaKLUAX BKIIIOUEHBI B JaHHbIH « Habop MaTepuaioB ais paboTHUKA
31paBOOXPAHEHUSD.

KOHTAKTHASI HHO®OOPMAIIUS

YroObI MOTyYInTh HHPOPMAIIMIO WITH 32/1aTh BOTIPOC 00 YIIpaBICHUHN pPUCKaMH B OTHOIIICHUH
npoaykToB KkommaHus «M3BapuHo Dapma», a Takke o IIporpamme mnpenynpexacHH
OepeMEeHHOCTH, 0OpaTUTECH T10 aAPECy:
- 108817 r. Mocksa, . BHykoBckoe, BHykoBckoe 11. 5-if kKM, 10MOBIL. 1, cTp.1,
- ten: +7 (495) 232 56 55;
WK TI0 DJIEKTPOHHOM moute: adversereaction@drugsafety.ru.


mailto:adversereaction@drugsafety.ru

My:kckoii noa

Onucanue HpOFpaMMbI NMpeaAynpeKACHUSA GepeMeHHOCTI/I H AJIFOpHTM KaTeropusanu nanueHToB

ONEHKA HOBO0O MALHEHTA

HecnocodHOCTE K JeTOPOKICHHH)

Havano Tepanuu
JeHamMAoMEI0M, Ecm
napTHepIua SepeMeHHA HIH
CMOCO0HA K JETOPOKACHHIO H
NPH T0M HE HCIOJIB3YET
e KTHBHBLT METON
KOHTPAUCNIHH, TO MPH
NOJOBBIX KOHTAKTAX
HeOOXOIHMO HCMIOMB30BATh
NPE3EPBATHBEL (JAKE B CITY4ALS
BA33KTOMHEH} HA MPOTAKCHHH
BCETO MEPHOMA ICYCHHA
JCHATTHAOMHEIOM, BRIOYASA
MEPEPHIBL B MPHEME
Mpenapara, a TAKKE Ha
NPOTLKCHHH HE MEHEE 7 MHEi
NOCTE 3ABEPIICHHA ICUCHH,

&

,

Aenckuil mon

~

CrnocofHOCTL K MeTOPOKICHHI)

v

JomKeH BEIOTHATECA XOTA OBl OJHH KPHTSPHIL:

* Bospact = 50 net u H3HOIOTHYSCKAS AMSHOPSA HA
NPOTEKEHHH = 1 1032 (AMSHOPSA MOCIE MPOBSICHAA
MPOTHBOOITY XOJICBOH TSPAITHH HIH BO BPEMA TPY IHOTO
BCKAPMITHBAHHA HE HCKITIOMACT COOCOOHOCTH K
JETOPOKICHHIO)

* PaHHAA HEMOCTATOMHOCTh AHYHHEOB.
NOATBEPKACHHAS THHEKOJOTOM

* JIBYCTOPOHHAA OBAPHIKTOMHA HJIH THCTSPIKTOMHA B
AHAMHE3E

» Tenornn XY, cunapom epemepckoro — Tepuepa
HIH ATSHE3HA MATEH

Ecm BB e He HCOONB3veTe HMPpSKTHEHBI METOI KOHTPALCILHH,
HAYHHTS HCMOJB30BATE €0 HE MO3KE, 4eM 34 4 HEOemM OO HAMANA
MeyeHHA (6CITH BHI HE TPAKTHKYETS A0OCOMOTHOS H HEMPEPBIBHOE
BO3IEP/KAHHE)

¢+ HMMnnaHTaT. BHYTPHMATOYHAasd CIHpalk C JEBOHOPTECTPEIIOM,
MEAPOKCHIPOTECTEPOH-ALETAT ACNO. TPYOHAT CTEPHIM3AIMA, NAPTHEP,
NePCHECIIHET  BA3IKTOMHK), MHHH-MIJIH, COJCPIKAINHE  -TOJBKO
OPOTECTEPOH U MOAABIIONINE OBY UK (HANPHMEP, JAe30TeCTPeN)

+ Kourpauenuud I0DKHA OBITE NPOJOJDKEHA BO BPEMSA JICUCHHA,
BKTIOYAS NEPHOALI NEPEPLIBA B IPHEME NPENaparta. a TAKKe B TCUCHHE
He MEeHee 4 HeJR b MOCHe MPLKPALUCHHA TeHMEeHHA

!

v

Tect HA GepeMEHHOCTE MOCHE HE MEHRS 4 HEICb
BBEICOKO3PEKTHBHOMH KOHTPALCTIIHH (JAKES B CIVHAC

Hauano TEPATTHH BOJJC[HKAHHA OT NOJOBOH »KHIHH)

JEHATHIOMHIOM.

KonTtpanenuus H / \

aHAIH3 Ha OTPHLATENRHO o

BEpEMEHHOCTD He Tonosxurenbiio

TPeGYIOTC.
Hauamo TEpaniu JICHATHAOMHTOM ., HE HAUMHATB
IIpoBcacHHE aHamH3a HAa OCPEMECHHOCTH ¢ TEPATTHIO
HHTepBATAMH HE Gonee 4 Heaenb (ILKE MPH JNEHATUIOMUIOM
BOBIC[KAHHH OT MONOBOH JKH3HH)




