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UHCTPYKHITs
MO MEJULIMHCKOMY MPUMEHEHMIO JIEKAPCTBEHHOT' O IIPETTAPATA
AJIUMTA® (ALIMTA®)

Toprosoe HaunMeHOBaHHE

AJIUMTA®

Me:xkayHapoaHOe HeIATEHTOBAHHOE WJIM IPYNIIIUPOBOYHOE HANMEHOBAHHE
[TemeTpekcen

JlekapcTBeHHnasi popma

JInodumuzar A PUrOTOBJICHHS pacTBOpa AJsi HHPY3Ui

CocraB

B onHOM dtakoHe conepkuTes:

Oelicmeylowee gewyecmaso. IEMETpeKcela TMHATPUS rentaruapar — 713 mr, 5KBUBaJICHTHBIN
500 mr memerpekcena,

scnomozamenvhbie geujecmsa: MaHHUTOIN - 500 Mr, XJIOPHUCTOBOJAOPOIHON KHCIOTHI PAaCTBOP
10% - nnsa noBeaenus pH, Harpus ruapokcuaa pactsop 10% - s noseaenus pH.
Onucanue

JInodpunmzar ot 6€I0ro 10 CBETIO-KENTOTO UM CBETJIO-KEJITOTO C 3€JICHOBATHIM OTTEHKOM
[BETA.

dapmakoTepaneBTHYecKas rpynina

[IpoTrBOOITYXOJIEBBIE CPENICTBA; AHTUMETAOOIUTHI;, AHAJIOTH (POJTMEBON KHCIIOTHI.

Koa ATX

LO1BAO4.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

[Temerpekcen SBISIETCS MHOTOIEIEBBIM MPOTHBOOITYXOJIEBHIM aHTH(OJIATOM, KOTOPBIHA
OKa3bIBaeT CBOE  JCHCTBHE TMyTeM  HapyIIeHUs  KIIIOYEBBIX  (DOIAT-3aBUCHUMBIX
MeTabOIMUYECKUX MPOIIECCOB, KPailHEe BaYKHBIX TSl PETLTUKALIMU KIIETOK.

WccnemoBanust in VIitr0 mokasajgw, 4YTO MEMETPEKCEen BeAeT ce0s KaKk MHOTOIEICBOM
antudonar, uHruOupys tumuamwiarcuatazy (TS), aurumpodonarpenykrasy (DHFR),
MIHIMHAMUAPUOOHYKIIeOoTH I OpMUITPaHCHEPA3Y (GARFT), KOTOpHbIE SIBIISTFOTCSI
KIIFOYEBBIMU  (hOJIaT-3aBUCUMBIMH  (pepMeHTaMH TNpU OUOCHHTE3€ THUMHUAMHOBBIX H
MypUHOBBIX HYKJIEOTUAOB. [lemMeTpekcea mocTymaer B KJIETKH C MOMOIIBI0 TEPEHOCUUKA

BOCCTAHOBJICHHBIX ()OJIATOB U MEMOpPaHHBIX OEIKOBBIX (hOJIaT-CBA3BIBAIOIIUX TPAHCTIOPTHBIX
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cucrteM. [loctymas B KJIETKy, MEMETpPEKCea OBICTPO U SPPEKTHBHO MPCBPAacTCH B
HOJUIITyTaMaTHele (OpMBI € MOMOIIBIO  (GepMeHTa  (QOIMIIOIUIITYTAMATCUHTETa3Bl.
[Tonurnyramataeie (OpMBI 33/J€PKUBAIOTCS B KIETKAaX M SBISAIOTCS Oojiee MOITHBIMU
unruoutopamu TS u GARFT. IlonuriyramMmuHupoBaHHE — 3TO 3aBUCHUMBIM OT BPEMEHU U
KOHLEHTPAllUU IPOLIECC, KOTOPBIM BCTpEYAacTCs B OIYXOJIEBBIX KJIETKaxX M, B MEHBIIEH
CTENIEHH, B HOPMAJIBHBIX TKaHAX. Y MeTaOOJMTOB, IOJyYEHHBIX B Ipolecce
NOJIMIVIyTAMMHUPOBAHMSI,  YBEJIMYEH  BHYTPUKIETOUYHBIM  IEPHOJ  IOJIYBBIBEACHMS,
BCJIE/ICTBUE YETO YBEIMUMBAETCS AEUCTBUE IIPENapaTa B OIyX0JIEBbIX KIETKaX.

[Ip KOMOMHUPOBAaHHOM NIPHUMEHEHHH IIEMETpeKcena W IHCIUIATUHA B WCCIICIOBAaHHAX IN
Vitro HaGJIrOaICsl CHHEPTU3M [IPOTUBOOIYXOJICBOTO JICHCTBHS.

DapmakoKkunemuxa

[TocTosHHEII 00BEM pacmpeneieHus memerpekcena pasen 9 n/m?. MccinemoBanus in Vitro
nokaszaim, 4ro okoio 81% memerpekcena cBsi3pIBaeTCs ¢ Oenkamu Iuia3Mbl. Hapymienwe
(GYHKIMM TIOYEeK pa3HOW CTENEHU TSHKECTH HEe OKa3blBAIO 3aMETHOrO BIMSAHMA Ha
CBsI3bIBaHME IeMeTpeKkcena ¢ Oenkamu Iuia3Mel. [lemeTpekces orpaHU4eHHO HOJBEpPraercs
MeTaboIM3My B IICUCHH.

[Temerpekcen B OCHOBHOM BBIBOJMTCS MOYKamu, pu 3ToM oT 70 10 90% BBeneHHOH 10361
oOHapy’>KUBaeTcs B HEU3MEHEHHOM BMJIE B TEUEHHME NEPBBIX 24 4YacoB IOCJE BBEICHHUS.
UccnenoBanus in Vitr0 mokasplBarOT, 4TO IEMeTpeKce] akTUBHO cekperupyercss OAT3
(MepeHOCYMKOM OpPraHWYeCKUX aHHOHOB 3). Y MAIMEHTOB C HOPMAIBbHOW (YHKIHEH MOYeK
(xnupeHc kpeaTuHUHA 90 MJI/MUH) OOLIMII CUCTEMHBIN KIMPEHC MEMETPEKcela COCTABIISET
91,8 mMa/mMuH, mepHoj MOTYBBIBEIEHUS M3 IUIa3Mbl cocTaBisieT 3,5 yaca. MexXnanueHTHas
BapuabeNbHOCTh KJIMpEHca yMepeHHas, cocrtaBugeT 19,3%. Ilnomans mnox KpuBoi
«koureHtrpanus — Bpemsi» (AUC) u MakcumanbHas IUTa3MEHHAs KOHIICHTpPAIUS
NeMeTpeKcela YBEIMUMBAIOTCS POMOPLUUOHANIBHO A03e. dapMakoKHHETHKa MeMeTpeKceaa
0CTaeTCsi HEM3MEHHOM B TEUEHHUE HECKOJIBKUX LIUKJIOB TE€PAIHH.

OnHOBpeMEHHOE BBECHUE IMCIJIaTHHA HE OKa3bIBAeT BIUSHUE HAa (papMaKOKMHETHYECKHE
cBoiicTBa memerpekcena. [Ipumenenne QoameBoil KUCIOTH MEpopaibHO U BUTaMHHA Bi2
BHYTPUMBIILIEYHO HE BIMAIO Ha (hapMaKOKUHETHKY ITeMeTpeKcea.

Iloxka3zaHus K NIPUMEHEHHIO

HeMenKOoKIETOUHBIA paK JIETKOT'O

ITpenapar AJITUMTA® B KOMOWHAIINH C IUCIUIATHHOM TIOKA3aH [UIs MEePBOM JIMHUU TEpATUU
MaIMEHTOB C MECTHOPACTIPOCTPAHEHHBIM WJIM METACTATHYECKUM HEMEJIKOKJIETOYHBIM PAaKOM

JICTKOI'0, KpOMC MMPEUMYIICCTBCHHO MIOCKOKJIETOYHOHN T'MCTOJI0IrMYeCKOM (I)OpMBI.
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[penapar AJIUMTA® B kauecTBe MOHOTEpANHH TTORAZAH BT IO ICPKABATOTICH TepaIin

MCCTHOPACIIPOCTPAHCHHOI'0 HWJIM METACTAaTUYCCKOTO HEMCEJIKOKICTOYHOI'O paka JIETKoro,

KpOME MPEUMYIIECTBEHHO IUIOCKOKJIETOUYHOW THCTOJIOTUYECKON (OpMBI, y TMAIMEHTOB C

OTCYTCTBHEM IIPOrPECCHUPOBAHUs II0CJIE IEPBOM JIMHUM TEpaluyd Ha OCHOBE IIPENapaToB

IIJIaTUHBI.

[Ipenapar AJJUMTA® B kadecTBe MOHOTEpANMH MOKA3aH JUIS BTOPOW JIMHMH TEPaIHH Y

ManueHTOB ¢ MECTHOPACHIPOCTPAHCHHBIM WJIM MCTACTATHUYCCKUM HCEMCJIKOKJICTOYHBIM pPaKOM

JIETKOT'0, KPOME MPEUMYIIIECTBEHHO TUIOCKOKICTOYHON THCTOJIOTUYECKON (POPMBL.

3710KadYecTBEHHAs ME30TSINOMA IJICBPEI

[Ipenapar AJIMMTA® B xOMOMHAIIMK C MUCIUIATHHOM ITOKA3aH JUIS JICYSHHUS MAIMEHTOB C

HEPEe3eKTa0EIbHON 37I0KAaUeCTBEHHOW ME30TEITMOMOH TIJICBPHI, paHee HE MPOXOIUBIIUX Kype

XUMHOTCPAIIUU.

HpOTI/IBOHOKiBaHI/IH

['MrepuyBCTBUTENILHOCTE K  MEMETPEKCEIy WM  BCIIOMOTAaTeJIbHBIM  BEIICCTBAM,
BXOJISIIIIUM B COCTaB Iperapara;

Muenocynpeccust (abcomoTHoe uucnao HeiTpodunos <1 500/mm®, uncno TpomGonuTOoB
<100 000/mm°);

BripakeHHas oYe4YHast HEJIOCTATOYHOCTh (KIIMPEHC KpeaTHHHHA <45 MJI/MUH);
bepeMeHHOCTS, TEPHO IPYIHOTO BCKAPMITUBAHMS;

Jletckuii Bo3pacT (OTCYTCTBUE JAHHBIX MO 0€30MacHOCTH U YPPEKTUBHOCTH);

OpaHOBpeMEHHOE IPUMEHEHNE C BAKIIUHOW MPOTHUB KEJITON TUXOPaIKH.

C 0CTOPOKHOCTHIO

e [lpu HapymieHun GyHKIUY EUEHU;
e Ilpu TsxenbIx 3a00N€BaHMSIX CEPAECYHO-COCYIUCTOW CHUCTEMBI, B TOM YHUCIE

uH(papKTe MUOKapAa U HapyIIEHUH MO3TOBOI0 KpOBOOOpaIlleHuSI.

IIpumeHeHnune npu GepeMEHHOCTH U B NEPUO/ TPYIHOT0 BCKAPMJIMBAHUS

KoHTpauenuus y My>K4iH M SKSHIITUH

HeMeTpeKCGI[ MOKET BbI3bIBATH T'CHCTHUYCCKUC HAPYIICHUS. >KCHIJ_[I/IHBI B ACTOPOJAHOM

BO3PAaCTC JOJIPKHBI IIOJIB30BATHCA 3(1)(1)6KTI/IBHI)IMI/I METOAaMHU KOHTpaUCIIIHUU B XO04€ TCpaIlInn

IEMETPEKCEIOM U B TeueHHe 6 MecsieB nocie ee 3aBepiueHus. [1o0Bo3pensv MyKUnHaM

CICAYCT HCIIOJIb30BATh HAJCKHBIC CPCACTBA KOHTPALCILHUHU, TaK KAdK HC PCKOMCHIAYCTCH

CTAHOBUTBHCA OTHAMU HA NPOTAKCHHUU TCPAIIUU U 1O 3 MCCAIICB ITOCJIC €€ 3aBCPIICHUS.
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bepemeHHOCTD

JlaHHBIE 1O NPUMEHEHHUIO IeMeTpeKcela y OEpeMEHHBIX JKEHIIMH OTCYTCTBYIOT, HO
IpENoiaraeTcsi, YTo OH, KaK W JPYrHe aHTUMETaOOJHUTHI, MOXKET BBI3BIBATH CEPHE3HBIC
BpOXKJIEHHBIE e(EeKThl MpHU MPUMEHEHUH BO BpeMsi OepeMeHHOCTH. B mccienoBanusx Ha
KUBOTHBIX HAOJIIOJAJIOCh TOKCHYECKOE JEeWCTBUE Ha PENpOAyKTHBHYI (YHKIHIO.
[lemerpekcen He cineayeT HpPUMEHATb BO BpeMms OepeMeHHOCTH (CM. pasfjen
«IIpoTHBOIIOKa3aHUAN).

I'pynHoOEe BckapMiIMBaHUE

HewusBectHo, BbIENAETCS JM MEMETPEKCE B TPYJIHOE MOJIOKO, TaK YTO HENb3s UCKIIOYUTDH
HEeKeNaTeNIbHbIX peakiuil y rpyaHoro pedenka. KopmieHue rpyabpio BO BpeMsl Tepanuu
HEMETPEKCEIOM CIIeIyeT MPEKpaTuTh (M. paszaei «[IpoTHBONOKa3aHMs»).

DdepTUiabHOCTD

BcnencTue Toro, 4To Tepanus MeMETPEKCEI0M MOXKET BBI3bIBATH HE0OpaTuMoe OecIiiozue,
MY>KYMHAM PEKOMEHJYeTCsl pacCMOTPETh BO3MOXKHOCTb COXPAaHEHHs CIIEpMbI 10 Hadaja
Tepanuu.

Cnocod npuMeHeHHs U 103bl

Tepamus npenapatoM AJIMMTA® MoskeT mpoBOAMTBCS TONBKO 1107l HAGMIONEHHEM Bpaya,
MMEIOILET0 OIBIT IPUMEHEHUS IPOTUBOOIYXOJIEBBIX MTPENAPATOB.

AJTUMTA® 6 kombunayuu ¢ yucniamurnom

PexomeHnoBanHas go3a mnpemapata AJIUMTA® cocrasmser 500 wmr/m> B Buue
BHYTPUBEHHON MHQY3uM B TedeHHe He MeHee 10 MUHYT B mepBbId JeHb Kaxjaoro 21-
JHEBHOTO IIMKJIA.

PexoMeHI0BaHHAs /1032 IUCIUIATHHA COCTABAeT 75 MI/M? B BUJie BHYTPUBEHHOH HH(Y31H B
Te€4eHHe 2 yacoB NMpUMeEpHO uepe3 30 MUHYT Hocie 3aBeplieHUs] HHPY3UH NeMETpeKce1a B

NepBbId J€Hb KaxJaoro 2l-mHeBHoro 1ukia. [lanmeHTam joipkHA ObITh IPOBEAEHA

OPOTHUBOPBOTHAA TEpalMsd, a4 TAKKC obecrneueHa aJICKBaTHAA TrUapaTanmsa 10 W/WUIH_TIOCIIE

BBCACHUA THUCIJIATHHA (TaK)Ke CJIeaycCT O6paTI/ITBCSI K HMHCTPYKOHUHU TI0 MCEAULIMHCKOMY

NPUMCHEHHIO IUCIUIATUHA C [0  TMOJYYCHHUS CHelu(pUIecKuXx peKOMEHIAIUit
OTHOCHUTEJIBHO JI03UPOBAHUS).

AJIUMTA® 6 kauecmee monomepanuu

Jlis  DAalMeHTOB ¢  HEMEJKOKJIIETOYHBIM  pPaKkOM JIETKOTO TOCJIe  XHMHOTEParuu
pekoMeHmoBaHHas no03a mnpemapata AJIMMTA® cocraBmser 500 wmr/mM®> B BHue

BHYTPUBEHHOI MH]Y3uu B TeueHrne 10 MUHYT B EepBBIN AeHb KaXJ0r0 21-THEBHOTO IUKIIA.
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Pexomenoayuu nepeo nauanom npumenenus npenapama AJTVIMTA®

JUist CHYDKEHHSI YaCTOTHI BOSHUKHOBEHHSI U CTETICHH TSDKECTH KOXKHBIX peakluii He0OX0 MO
IPUMEHATh IIIOKOKOPTUKOCTEPOUIbl 3a JEHb /0 BBEJICHHs, B JI€Hb BBEIECHUS M Ha
CJICAYIOUIMH JIeHb TOCJIE BBEACHMs MeMeTpekcena. [JIIOKOKOPTUKOCTEpOuA OJIKEH ObITh
HKBUBAICHTEH 4 MI JIeKcaMeTa30Ha, IPUHUMAEMOro IIepopaibHo 2 pa3a B JIeHb (CM. pasfen
«Oco0ble yKa3zaHHs»).

JUis  CHMKEHHS  TOKCHMYHOCTM  IIpernapara  MalUeHThbl, [OJIydarollue  Teparuio
IEMETPEKCEI0M, JIOJDKHBI €KEJIHEBHO IPHUHUMATh Ipenaparbl (osnMeBOd KHUCIOTHI HWIU
MYJBTUBHUTAMHUHBI ¢ conepkanueM (onueBoit kucnotsl (ot 350 mo 1000 mkr). Heobxommmo
OPUHATH MUHHMYM TSTh 103 (POJIMEBOI KUCIOTHI B TEYCHHE CEMH IHEW Iepel MepBBIM
BBEJICHUEM IeMeTpekceaa. IIpuem AoKeH MpoAosKaThCsl Ha MPOTSHKEHUH BCEro Kypca
TEpaluy MEeMETPEeKCe0OM, a Takke B TedeHue 21 AHA 1ocie IOCIETHEro BBEACHUS
nemMerpekcena. B 7-7IHEBHBINM Tepuo[ Mepes] NMepBbIM BBEACHUEM IMEMETPEKCEe/Ia MalueHTy
HE00X0JMMO BBECTH OJIHY BHYTPUMBIILIEUHYIO HHBEKLMIO BUTaMuHA B12 (1000 Mkr), nanee —
[0 OJHOM MHBEKIMM KaxJ]ple Tpu Lukia. [locnenyromme nabekuun ButamMuHa Bi2 mMoryt
OBbITH BBIIIOJIHEHBI B TOT K€ JIEHb, YTO BBEICHUE ITEMETPEKCea.

Habniooenue

[lepen kaxapIM BBEIACHHEM IIEMETpEKcena HEOOXOIUMO MPOBOIUTH MOHUTOPHHT BCEX
MAIMEHTOB, KOTOPBINA BKIIIOYAaeT B ceOs 0Ol aHaIu3 KPOBH C JIGHKOLUTApHOU Qopmyroi
U OIlpeJiesIeHue yucia TpoMOouTOB. 11 olleHKH (PYHKIIMU MOYeK U MEeYeHU Mepes] KaXbIM
BBEJICHUEM TIeMeTpeKcea HeOOXOAMMO BBITOTHUTE OMOXMMUYECKHN aHamn3 KpoBu. [lepen
HAYaJIOM KaKJI0TO [UKJIAa XUMHOTEPANUH y MAIlMEHTOB JTOJKHBI HAOIIONATHCS CIIEeIyFOIIne
mokasatenu: abcomoTHOe wuchno HedTpodumos (AUYH) >1 500 kmetox/mm3; umcrno
Tpom6oruToB >100 000 K1eTok/MM®. KiupeHC KpeaTHHHHA TOJKEH COCTABIATE>45 Mil/MUH.
Konnentpanus odiero ounupyouna nomxHa ObITh B <1,5 paza oT BepXHEil rpaHUIbl HOPMBI
(BI'H). Yposenb menouynoit ¢ocdarasel (IP), acnapraramunorpancdepassl (ACT) u
ananuHamuHoTpaHchepassl (AJIT) nomken O6bITh B <3 pasa ot BI'H. Yposens 1D, ACT u
AJIT B <5 pa3 or BI'H nonyctum npu HaJlMuuu METacTa3oB B IIEUYEHHU.

Pexomenoayuu no xoppexyuu 003wt

Koppekmuro m03b1 Tiepes MOBTOPHBIMH IUKIAMHU CJIEIyeT MPOBOAHWTH, OCHOBBIBASICH Ha
HanOoJiee HU3KOM M3 IeMaTOJOTMUECKUX IMOKaszaTesiell WM Ha MAaKCHMAaJbHO BbIpa)KEHHOU
HEreMaToJIOTHYeCKOM TOKCHMYHOCTH B TEYEHHUE MpEeAbLIYINero Hukia JiedeHus. JleueHue
MOYET OBITh OTJIOXKEHO C IIeJIbI0 BOCCTAHOBJIEHHS OT MPOsBICHUN TOKcHMYHOCTH. Ilo Mepe

BOCCTAHOBJICHUA TCPpAINHUIO CICAYET MPOAOJIKUTH B COOTBETCTBHUH C PCKOMCHIALUAMMU,
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NpUBEICHHBIMU B Tabnuuax 1-3, KoTopble OTHOCHTCH K HPUMCHCHUTO IIEMCTPEKCEad B

MOHOTCpAIINX UJIN B KOM6I/IHaHI/II/I C IMCIIaTUHOM.

Tab6aunna 1. Pe:xxum 1o3upoBanus nemerpexceaa (IpM MOHOTEPANIMH WM NIPH

KOMOMHMPOBAHHOI Tepanuu) M HUCIJIATHHA

I'emaTosioruyeckasi TOKCMHYHOCTH Koppexuus 10361 (Mr/m?)

MunumanbHOe abcomroTHOE gucio | 75% oT MpeAbIIyIIeH JI03bI
HelTpoduaos <500/mMm3 u MuHEMAaTEHOE YHMCO | (MEMeTpeKcesl U IUCIIIATHH)

TpoM6GormTOB >50 000/MM°

MuHUMaIBHOE YHCIIO TPOMOOIIUTOB 75% oT Mpe BTy IICH JIO3BI
<50 000/ mMMm®, HE3aBHCHMO OT MHHHMAJIBHOTO (memeTpeKce M MUCILUIATHH)

a0COJIFOTHOTO YKciIa HEHTpodHIIOB

MuHMMaJIbHOE YUCIIO TPOMOOIIUTOB 50% oT MpeAbITyIIeH JTO3bI
<50 000/ MM® ¢ KpoBOTEUCHHEM?, HE3aBUCUMO OT | (IeMeTpeKce ] U IIUCIIIATHH)
MUHHMAaJIbHOTO a0COIIFIOTHOTO qrcia

HelTpoduos

42T KpUTEPUU COOTBETCTBYIOT OINPEAEICHUIO0 KPOBOTEUEHHUS > 2 CTENIEHU B COOTBETCTBUU C

OO61mmmMu kputepusMu Tokcudaoctd Harronansroro uucturyta paka (NCI-CTC).

[Ipu pa3BUTUU HEreMaTOJOrMYECKOW TOKCHYHOCTH (32 MCKIIFOYCHUEM HEWPOTOKCHYHOCTH)
>3 cTeneHW, JeYyeHHWe HEeoOXOAMMO OTJIOXKHUTh [0 BOCCTAHOBJICHHS IOKa3aTenei,
COOTBETCTBYIOIIMX YPOBHIO MEHEE WJIM PaBHOMY YpPOBHIO y NAllMEHTa 10 Haydaja JICYCHHUS.
Hanee tepamuio HEOOXOIUMO BO30OHOBUTH B COOTBETCTBUM C PEKOMEHJIAIUSIMH,

MMPUBCACHHBIMHA B Ta6nnue 2.

Tab6auna 2. Pe:xxum 1o3upoBanus nemerpexceaa (IpyM MOHOTEPANIMHM WM NIPH

KOMOMHHMPOBAHHOM Tepanuu) U HUCIUIATHHA

Heremartosnornyeckas Koppexknust 103b1 Koppexuust n103b1

a, 0

TOKCHYHOCTH nemerpekcena (Mr/m%) | ummcmiaruna (Mr/m?)

Jlrwobas ToxkcuuHocts 3 wim 4 | /5% or mpenpiayme | /5% oT Tmpeablayliei
CTETeHH 3a WCKITIOYCHHUEM | J03BI JIO3bI

BOCITAJICHUS CJIU3UCTON 000I0UKHU

Huapes, TpeOytomas | 75% ot mpeapaymieit | 75% oT mpeapLayIiei
TOCTIATATHM3AINK  (HE3aBUCHUMO OT | J03BI JTO3BI
CTerneHu), wim nuapes 3 wiu 4

CTCIICHU
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Bocmanenne ciausucroit obonouku | 50% OT  mpeasaymcit | 100% 0T mpeabiaymeit

3 unu 4 creneHu O35l O3EI

 Cornacuo kpurepusim NCI CTC;

® 33 pcKiIIOYeHNEM HEHPOTOKCHYHOCTH.

B ciydyae HEHpOTOKCMYHOCTH pPEKOMEHIOBaHHAs KOPPEKLMs J103bl IeMeTpekcena |
[UCIIaTHHA TpeacTaBieHa B Tabnuue 3. [Ipu HeifiporokcuunocTy 3 uian 4 CTENIEHH TEPAIUIO

HE00XO0UMO MIPEKPATUTb.

Taoauna 3. Pe:kum 103MpoBaHus nemerpexcena (pu MOHOTEPANIUU UJIM NIPH

KOMOMHHMPOBAHHOI Tepanuu) M HUCIJIATHHA

Crenenn Koppekmuust 10361 Koppekuust 10361
HEHPOTOKCHYHOCTH? neMeTpeKceaa UCILIATHHA
(mr/w?) (Mr/m?)

100% ot mnpensiaymIeh

0-1 100% ot mpeapiayIIeit 10361
IIO3EI
100% ot mnpensiayiIeit

2 50% ot mpenpLaAyIIeH 03B
IIO3BI

# Cornacuo kputepusim NCI CTC.

Tepanuio neMeTpekceoM cilelyeT OTMEHUTb, €CclId Yy TMalueHTa HalloJaeTcs
reMaToIoruueckas Ui HereMaroJIornyeckas TOKCUYHOCTh 3 Wiu 4 CTENeHU Mocie JBYX
CHI)KEHMH J03bl. Tepamuio ciaeayeT HEMEUIGHHO NPEKpaTUTh NpU  HAIUYUHU
HENPOTOKCUYHOCTH 3 WK 4 CTENEHHU.

Ocobvie epynnvl nayuenmos

Tloowcunvie nayuenmoi

[Tpu npoBeaeHUN KIMHUYECKUX HCCIEAOBAHUN HE OBLIO MOITYYEHO JAHHBIX O MOBBIIIEHUN
pUCKa Pa3BUTHUS HEXKENATEIbHBIX PEaKIMi y MalMeHTOB B Bo3pacTe 65 JeT W cTapuie Mo
CPAaBHEHMIO C NAIIMEHTaMU B Bo3pacTe 10 65 yeT. PexuM CHMXKEHMs 103 COOTBETCTBYET
OOIIMM PEKOMEH/IAIUSM.

Jlemu

Ipenapar AJIUMTA® ne npenHasHaden a1 IpUMEHEHHS y AeTeil.

Iayuenmel ¢ Hapywienuem @yHKYUU noyex

IlemeTpekcel B OCHOBHOM BBIBOJUTCS B HEM3MEHEHHOM BHJ€e nodkamu. lIpu mokaszarensax

KJIMpEeHca KpeaTuHUHA >45 MII/MUH KOppeKIus 1036l He Tpedyercs. [lannenTam, y KOTOPBIX
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KJIIMPEHC KpeaTHHUHA MeHee 45 MII/MUH, MPUMCHCHHUT TTEMETPERCENd HE PCKOMEHIYCTC B
CBSI3M C HEIOCTATOYHOCTBIO JAaHHBIX [0 NPUMEHEHHIO TIpenapara y 3TOH KaTeropuu
narreHToB (cM. pasznaen «Ocobblie ykazaHus» U «[IpoTHUBOMOKa3aHUY).

THayuenmoi ¢ HapywieHuem QYHKYuU neveHu

He Obputo ycranoBimeHo B3amMocBs3u Mexay mokasarensmu ACT, AJIT wam oOmero

OmnmupyOnHa ¥ papMaKOKHHETUKOM reMeTpercena. HepoctaTtouHo JaHHBIX M0 PHUMEHEHUIO

mpernapaTra y HalMeHTOB C HapylleHHeM (YHKIMU MEYEHHU C TOBBIIICHHEM KOHIICHTPAIIUU

OwnupyOuna Oosbmie, yeM B 1,5 pasa or BI'H, u (Wiau) MOBBIIICHHMEM aKTHUBHOCTU

amuHOTpaHcdepas oosbire, yeMm B 3,0 paza ot BI'H (mpu oTcyTCTBHMM METacTa3oB B IICYCHH ),

uiu 6ombie, yeM B 5,0 pa3 ot BI'H (nmpu Hanu4uu MeTacTa3oB B IICYCHH ).

Pexomenoayuu no npucomosnenuro pacmeopa 015 ungy3uil

1. B kadecTBe pacTBOpHTENS UCTIOIB3YIOT TOIbKO 0,9% pacTBOp HaTpUs XJIOpUA.

2. Conepxumoe ¢urakona (500 mr) pacteopsiroT B 20 Mt 0,9% pactBopa HaTpus XJOopuaa
JUIl UHBEKIMH (0e3 KOHCEepPBAaHTOB) N0 KoHIEeHTpamumu 25 mr/mu. Kaxawii diaakon
AKKypaTHO B30aJTHIBAIOT ITyTEM BpAICHUS JO IOJHOTO PACTBOPCHHS THO(DUIMA3ATA.
[Tosy4eHHBIN pacTBOp MOJKEH OBITh MPO3padHbIM; JOMYCTUM IIBET pacTBopa OT
OECIBETHOTO JI0 JKEJIITOTO WM 3€JICHOBATO-)KEJNTOro 1Bera. HebraaronmpusTHOTO
BO3JICHICTBUS HA KaYEeCTBO Iperapara Mpu 3TOM He OKa3biBaeTcs. pH BOCCTaHOBICHHOTO
pacTBOpa coctasisieT ot 6,6 1o 7,8. Tpeldyercsi nanbHeiilee pa3BeieHHe.

3. CooTBeTcTBYIOMIHMA 00BEM TOTYYEHHOTO pacTBOpa memerpercena pa3Boasit o 100 M
0,9% pacTBOpOM HaTpUs XJIOpUIA JIJIST MHBEKITHH (0€3 KOHCEPBAHTOR).

4. PacTBOpBI IEeMETPEKCeIa, MPUTOTOBIEHHBIE COTJIACHO MHCTPYKIIUSAM BBIIIE, COBMECTHUMBI
¢ cucTeMaMu A HH(GY3ui 13 TOTUBUHUWIXJIOPHIA U MOIHOJIepHHA.

5. Tlepen BBemeHHEM pacTBOp Iperapara HEOOXOJUMO BU3YaIbHO MPOBEPUTH Ha HATMIHE
MEXaHWYECKUX BKJIIOYCHHA M W3MCHECHHE IBeTa. Ecnmu HaOMI0JaroTCs MEXaHWYeCKUe
BKIIFOUEHUSI, PACTBOP HE BBOJIAT.

6. PactBOp /15 BBeAeHHSI HEOOXOIUMO HCIIONH30BaTh HEMEJICHHO WM B TeUEeHHE 24 4acoB
NpY YCIIOBUM XpaHeHWs mpHu Temmeparype 2-8 °C, Tak Kak pacTBOp IeMeTpekcena He
COJICP)KUAT AHTHOAKTEPHATHHBIX KOHCEPBAHTOB. PacTBOp mNpeaHa3HAYEeH TOJBKO JIIs
OJIHOKPATHOTO TpUMEHEeHHs. Hencnonp30BaHHBIA pPAacTBOp TIperapara IOJJICKUT
YHUYTOXKEHHUIO.

Mepbl OpeaoCcTOPOKHOCTH TP IPUTOTOBICHUN U BBEACHUHU

Kak m npu O6paH_ICHI/II/I C ApYruMH HNOTCHHOUAJIBHO TOKCHYHBIMH HNPOTUBOOITYXOJICBBIMH

npenapaTamMi, CJEIyeT MpOSBIATH OCTOPOKHOCTh MNPU OOpalleHUH W MPUTOTOBICHUU
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pacTBopa s MHGY3UH TMeMeTpekcena. PexOMEHAYETCH UCIOIB30BATh  EPUaTRA.  ECIH
pacTBOp MeMeTpeKceia Mmomnajil Ha KOXKY, ClIeyeT HEMEJICHHO U TIIATEIbHO MPOMBITH KOXKY
BOJIOM ¢ MbUTOM. Ecnu pacTBOp memeTpekcena Imomaj Ha CIM3HCTYI0 OOOJOYKY, CIEIyeT
TIIATEJIbHO IPOMBITH €€ BOAOM. [lemeTpekcen HE OKa3bIBAET KOKHO-HAPBIBHOI'O JCHCTBUS.
[Ipy moBpex)AEHUM COCyAa HE CYIIECTBYET CIEHUATbHOIO AaHTUIOTA. 3a(UKCHPOBAHO
HE3HAYMTENIbHOE YHUCIIO CIydyaeB MOBPEXKICHHUS COCyJa MpU BBEICHUU IIeMETpeKcela,
KOTOpbIE HE OIICHMBAIMCH HCCIIEOBATeNIeM Kak cepbe3Hble. [Ipu MOBpexaeHuu cocyna
HE00XO0IMMO CJIEJIOBATH JIOKAIBHBIM CTaHIapTaM JICUCHHUS.

ITodouHOE nelicTBHE

Haubonee pacnpocTpaHeHHBIMU HEXENATEIIbHBIMH SIBICHUSMHU, CBS3aHHBIMH C Tepanuen
neMeTpeKce oM (B KaueCTBE MOHOTEPAIUU MM B KOMOWHUPOBAHHOMN TEparvu), sBIISIOTCS:
nojaByieHue (YHKIMA KOCTHOTO MO3Ta, MPOSBISIONICECS B BUAE aHEMHUH, HEUTPOICHHUH,
JICHKOTICHUH, TPOMOOLUTOIICHUH; KEITYA0YHO-KHIIEYHAS TOKCUYHOCTD, MMPOSIBIISIFOIIASCS B
BUJIC AHOPEKCUU, TOIIHOTHI, PBOTHI, AUApEH, 3aropa, (papuHTHUTA, BOCHAICHUS CIM3UCTOU
000JI0YKH U cTOMaTHTa. J[pyrue HekelnaTelbHbIE SBICHUS BKIIOYAIOT HEPPOTOKCHYHOCTD,
MOBBIIIICHHBI YPOBEHb aMUHOTpaHc(hepas, alonenuio, yCTalnocTb, 00€3BOKUBAHUE, CHIIIb,
UHQEKIUIo/Cenicuc 1 HeWponaTuio. Penko HaOMIOMAroTCsl Takue SBICHHS, KaK CHHIPOM
CruBenca-/[>koHCOHA ¥ TOKCUYECKUH SMHIEPMATbHBIN HEKPOJIU3.

Huxe npuBeneHbl CBEACHHS O HEXETATeNbHBIX SIBICHUAX IPUMEHEHUS IIeMeTpeKcea Kak B
KaueCcTBE MOHOTEPANWH, TaK ¥ B KOMOWHAIIMHM C JAPYTHMHU JICKAPCTBECHHBIMU CPEICTBAMU
(He3aBUCUMO OT TPHUYUHHO-CIICJACTBEHHON CBS3HM), HAONOJABIIMECS B KIMHUYECKHX
HCCJIETOBAHMSIX U B IOCTPETUCTPALIMOHHOM MIEPHUOJIE.

HexxenaTtenbHble peakluu TMpPUBEIEHBI B COOTBETCTBHHM C KJIacCaMH CHCTEM OpTraHOB,
NPEJCTaBICHHBIMA B MEIUIIMHCKOM CIIOBape Uil HOPMAaTHBHO-TIPABOBOH JEATEIBHOCTH
(MedDRA). B xaxnom kiacce CUCTEM OpraHOB HEXKENaTelbHbIE PEAKIUH PACIpPECIICHbI U
MPEJICTaBJICHBI 110 YaCTOTe Pa3BUTHS: o4eHb yacThie (>1/10), gacteie (ot >1/100 mo <1/10),
Heyacteie (oT >1/1000 mo <1/100), penkue (ot >1/10000 mo <1/1000), oueHp peakue
(<1/10000), ¢ Hen3BeCTHOM YACTOTOM (4acTOTa HE MOXKET ObITh YCTAHOBJIEHA HA OCHOBAHUU
JIOCTYTTHBIX JIAHHBIX ).

Hwxe mpencraBneHsl HeXeNnaTeNbHbIE SBICHUS PAa3HOM CTEMEHU TSHKECTH, HE3aBUCHMO OT
MPUYUHHO-CJIEICTBEHHOM CBSI3U, HAOMIOAABIINECS B X0/1€ KIMHUYECKUX UCCIICOBAHUNA TIPH
NPUMEHEHHUHU TTEMETPEeKCela B CPAaBHEHUH C JIOIETAKCEIIOM, TTPH MPUMEHEHUH TIeMeTpeKcea
B KOMOWHAIIMM C IUCIUIATHHOM B CpaBHEHHUH C TeMIUTAOMHOM B KOMOWHAIIMU C

OUCIUIATUHOM, IIpU NTPHUMCHCHUHU T[IEMCTPCKCCIAa B KOM6I/IHaLII/II/I C MOUCIUIaTUHOM B
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CpPaBHEHHMHM C MOHOTEpANMEd IUCIUIATUHOM, 1P HPUMEHCHUN  IEMETPERCead ¢
ONTUMAJILHOW MOAJIEP)KUBAIOIEH Tepanuel B CpaBHEHUHM C IU1aledo ¢ ONTHUMAIbHOMN
MOAAEP>KUBAIOLIEN TEPAITUEN U B TOCTPETUCTPALMOHHOM MIEPUOJIE:

Hngpexyuu u unsazuu: o4eHb 4acTo — MHPEKIUU', ApUHTUT; YACTO — CENCUC’; OYEHDb PEIKO
— JIE€PMOTUIIOAEPMHUT.

Hapywenus co cmoponbl Kpogu u tum@amuyeckoli cucmemsl. 04€Hb 4aCTO — HEUTPOIIEHUS,
JCUKOIIEHHsI, CHW)KEHHE YPOBHS TeMOrJIo0OMHA, 4YacTo — (eOpuwibHas HEUTPOICHHS,
TPOMOOIIMTONECHUSI, HEYACTO — MAHIMTONEHUS, PEIKO — AyTOMMMYHHas T'eMOJIUTHYECKas
aHeMHs.

Hapywenus co cmoponbl UuMMYHHOU CUCMeMbl: 4acTO — TUIEePUyBCTBUTEIbHOCTb, PEIKO —
aHa(pUIAaKTUYECKUH TIIOK.

Hapywenus co cmopoHbl 00MeHa ewjecms u numanusi: 4acTo — JeruapaTanus.

Hapywenus co cmopoHvl HepeHOU cucmemsl: 4acTO — HapyLIEHHe BKyca, nepudepuyeckast
MOTOpHasi HeWponaTus, nepudeprudyeckas CEHCOpHas Heipomarusi, ToOJOBOKPYXEHHUE,
HEYacTO — OCTpO€ HapyLIEHHE MO3rOBOr0 KpOBOOOpPAILIEHMS, HIIEMHYECKHH HHCYIIBT,
BHYTpPUYEPEIIHOE KPOBOU3IIUSHHUE.

Hapywenusi co cmoponvl opeana 3peHus: 4YacTO — KOHBIOHKTHUBUT, CYXOCTh IJIa3,
HOBBIIIEHHOE CJIE30TEUEHHE, CYyXOM KEepaTOKOHBIOHKTHBHMT, OTEK BeK, 3a0osieBaHUs
IOBEPXHOCTHBIX TKaHEH Iiasa.

Hapywenus co cmoponsl cepoya: 4acto — cepieuHasl HeIoOCTaTOYHOCTh, apUTMHUSI, HEYaCTO
— CTeHOKapaus, MHPApKT MHOKapja, HIIeMuYecKass OOJe3Hb cepjla, HaJKelyaodKoBas
apUTMHUSL.

Hapywienus co cmopomsl cocy0oé: HeuacTo — nepudepuueckas HIIeMUs .

Hapywenusi co cmopoHbl OblXAMenbHOU CUCMEMbl, Op2aHO8 2PYOHOU KIemKU U
cpedocmenus: HEJacTo — NErOuHas SMOONHS, HHTEPCTHIIHATbHAS THEBMOHUA >,
Kenyoouno-kuweynvle Hapyuienus: O4eHb 4acTO — CTOMATHUT, aHOPEKCHS, pPBOTA, AUapes,
TOIITHOTA; YacTO — AUCIENCHS, 3a1op, 00JIb B )KUBOTE; HEUACTO — PEKTAIbHbIE KPOBOTEUCHMS,
JKeNTyJOYHO-KUIIeUHble KPOBOTEUEHHs, ep(opalis KUIIeYHHKA, 330(aruT, KOIUT.
Hapywenusi co cmopoHbl nevyeHu U JHCenuegvlgooAwux nymelii: 4acTo — IOBBIIICHHBIN
ypoBenb AJIT, nossienssit yposenb ACT, penko - renaTur.

Hapywenusa co cmoponbl Kodtcu u NOOKOMCHbIX MKAHel: 0Y€Hb YacTO — ChIIb, IIETyIICHHUE;
4acTo — FUIEepPIUTrMeHTalus, 3y, MyJIbTU(OpMHas 3pUTeMa, ajloNelusi, KpanuBHUIA; PEIKO

— JpHUTeMa, O4YeHb penko — cuHApoM CThBeHca-J[KOHCOHA?, TOKCHUYECKHH SIHIepMabHbIH
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HeKponu3“, nemburona, OyJIe3HbIA IepMaTUT, TPHOOPCTCHABIN OYIHIESHBIN STHAEPMOIINS,
3PUTEMATO3HBIH OTEK®, ICEBIOLENTIONNT, IEPMATHT, 3K3eMa, IPYPHTO.

Hapywenus co cmopomnvl nouek u mouevl8o0swjux nymel: O4€Hb YaCTO — CHUKCHHE
KIMpEHCa KpEaTWHWHA, YBENMUEHHE YpPOBHA KPEaTHHMHA’; 4YacTO — [OYeuHas
HEJIOCTaTOYHOCTh, CHIDKCHHE CKOPOCTH KJIIyOOYKOBOHM (DMIIBTPALMHU, YacTOTa HEM3BECTHA —
He(pOTreHHBIN HecaXxapHbIi quadeT, HEKPO3 MOYCUHBIX KAaHAJIBIICB.

Obwue HapywieHus u peakyuu 6 mecme 66e0eHus: 0YeHb YaCTO — YTOMIISIEMOCTh; YacTo —
nUpeKcusi, 00Jib, 0TEK, OOJb B TPY/IH, BOCIIAJICHHUE CITH3UCTON 000IOUKH.

Pe3ynbmamor 1a60pamopHulX U UHCPYMEHMANbHBIX UCCIe008AHUL: YACTO — TIOBBIIICHUE
ypoBHs ramma-rinytamuitpanchepasst (I'T'T).

Tpasmbi, unmoxcuxkayuu u 0CI0XHCHeHUs. npoyedyp: HEJacTo — JIy9eBOW 330(arur, JIy4eBOn
MTHEBMOHMT, PEJIKO - CIIydau PeruarBa MOOOYHBIX 3P PEKTOB JIydeBOH Tepanuu.

! _ ¢ meitrponenueii unu 6e3 Hee

2_ nHoraga € JICTaJIbHBIM UCXOA0M

$ _ MHOI/1a IPHBOIMT K HEKPO3Y KOHEUHOCTEH
4 _ ¢ JBIXaTeNbHOM HEJOCTATOYHOCTLIO

S_ Ha6JIIOI[aJIOCI) TOJIBKO B KOM6I/IHaHI/II/I C IUCINIaTHHOM

6. mpenMyIeCTBEHHO HMKHUX KOHEYHOCTEH,

ITepeno3upoBka

3aperucTpupoBaHHbIE CHUMIITOMBI MEPETO3UPOBKH BKIIOYAIM HEHUTPONEHHUIO, AHEMHIO,
TPOMOOILIUTONIEHHUIO, BOCIAJIECHUE CIU3UCTON OOOJIOYKH, CEHCOPHYIO MOJIMHEMpPOMaTUIO U
CBIIIb.

OxujjaeMble OCJIOKHEHHUS! NEePeO3UPOBKM BKIIOYAIOT MOJABIEHUE (YHKIMH KOCTHOTO
MO3ra, MPOSBIAIONICECS HEUTpOneHuen, TPOMOOIMTONEHHEH M aHeMue. Takke MOryT
HaAOJI0IaThCSl MPUCOEIMHEHNE MH(EKIUI C JUXOpagkod uiau 0e3 JUXOpaaku, Auapes U
(unu) BOCTATIEHUE CITM3UCTON 000JIOUKH.

B cimyuyae momo3peHus Ha NEpeNO3UPOBKY IpenapaTa CIEAYeT PETryJIIpHO KOHTPOJIUPOBATH
o0l aHanu3 KpoBU. JleueHne - CMUMNTOMAaTHYECKOE, BKIIIOYasi HEMEUIEHHOE TPUMEHEHHE
KaJpIus pouHaTA.

B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH CPeACTBAMH

[lemeTpekcen B OCHOBHOM BBIBOAUTCS B HEU3MEHEHHOM BHJE IIOYKAMU I1OCPEICTBOM
KaHaJIbIEBOM CEKpelMH M, B MEHbIIEH CTENeHH, MOCPEACTBOM KIyOOUKOBOH (UiIbTpaluu.
CoBMecTHOE  TpUMEHEHHE C  HEPPOTOKCHYHBIMM  HpernapataMM  (TaKMMH,  Kak

AMHUHOTI'TTMKO3U/IBbI, «IICTJICBBIC) ANYpPCTUKH, IIaTUHOCOACPKAIIUC npemnaparsl,
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[IUKJIOCTIOPUH) MOXXET TPUBECTH K CHIKEHUIO KIMPEHCA  EMETPERCENd.  CIEAYET ¢
OCTOPOKHOCTBIO TMPHUMEHSTh TaKHe IMpernapaThl B KOMOMHAIIMM C HEMETPEKCEIOM, IpHU
HEO0OXOJMMOCTH TIIATEIbHO CIEIUTH 3a KJIMPEHCOM KpeaTHHUHA.

CoBMecTHOE TpUMEHEHHE Tiemerpekcena ¢ wuHruoutopamu OAT3  (Tpancmoprepa
OpraHMYECKUX aHUOHOB 3) (Hampumep, MNPOOEHEUUIOM, MEHULUUIMHOM, UHTHOUTOpaMU
npotonHoii mommbl (UIIIT)), npuBOANT K CHHKEHHUIO KJIHMpeHca rmemerpekcena. Cieayer ¢
OCTOPOKHOCTBIO MIPAUMEHSTH TAKHE MIPerapaThl B KOMOMHAIIUN C TIEMETPEKCEIOM.

Y namnueHToB ¢ HOPMaJIbHON (QYHKIMEH modek (KIupeHc KpeaTuHHUHA >80 MI/MUH)
NPUMEHEHHE HECTEePOUIHBIX NpOTHUBOBOcHaIuTeNnbHbIX MpenapatoB (HIIBII) B Bricokux
no3ax (Hampumep, uoOympodena >1600 Mr/cyTku WM aleTHICATUAIAIOBON KHCIOTHI
>1,3 r/cyTKH) MOXET NMPHUBECTH K CHIDKEHHIO KJIMPEHCA TEeMEeTpeKcela W, Kak CIEICTBHE,
MOBBICUThH YaCTOTY HEXENATENIbHBIX peaKIui Mpu MpUMEHEeHUU memeTrpekcena. Crienyer c
0CTOpOKHOCTBIO ITpuMeHATh HIIBII B BBICOKMX 103aX OJHOBPEMEHHO C IEMETPEKCENAOM Y
MAIMEHTOB C HOPMAIBbHOHN (PYHKIIHEH movek (KIupeHc KpeaTuHuHA >80 MJI/MUH).

VY manMeHToB ¢ MOYEYHON HENOCTaTOYHOCTHIO JIETKOW WIJIM YMEPEHHOW CTeleHU (KJIMPEHC
KpeaTuHHHA OT 45 1m0 79 ™Mi/MuH) cienyer u30eratb OJHOBPEMEHHOTO TPHMEHEHUS
nemerpekcena ¢ HIIBII B BbICOKMX J03aX B TE4YEHHME ABYX IHEH Iepes IPUMEHEHHEM
neMeTpekcena, B JEHb IPUMEHEHHMsT M B TEUYEHHE [BYX JAHEH Iocie MPUMEHEHUs
nemeTpekcena (cm. pasaen «OcobOble yKazaHHs»).

BBugy OTCyTCTBHS JaHHBIX O BO3MOXXHOM B3aUMOJIEHCTBUM MEXKIY TEMETPEKCEIOM H
HIIBIT ¢ pmudtenbHbIM NEPUOAOM TIOJYBBIBEICHUS, TaKUMHU KakK MHPOKCUKAM WU
podekokcud, OJHOBPEMEHHOE MPHUMEHEHHME JTHUX [pernaparoB C IEMETPEKCeoM Yy
MAlMECHTOB C IMOYEYHOM HEJOCTATOYHOCTHIO JIETKOW WM YMEPEHHOM CTENEeHHU CIEAyeT
MPEKPATUTh Ha CIENYIONMNA TEepUoj] BPEMEHU: KaK MHHHUMYM TATHb JHEW 10 BBEICHUS
neMeTpeKceia, B JICHb BBEJEHUS U B T€UCHUE KaK MHUHUMYM JIBYX JHEW IOCJEe BBEIACHUS
nemerpekcena (cMm. pasaen «Ocobblie ykasaHus»). Eciiu Tpedyercsi CoBMECTHOE IPUMEHEHHUE
HIIBII u mnemerpekcena, y IMalMEHTOB JOJDKEH MPOBOJUTHCA CTPOTHMM MOHUTOPHUHT
NPOSIBIEHUN TOKCUYHOCTH, OCOOCHHO MHENIOCYIIPECCUH U TOKCUYHOCTH CO CTOPOHBI
KEITyAOYHO-KUIIIEYHOT O TPAKTA.

[lemeTpekcen moaBepraeTcss OTPaHUYEHHOMY MeTa0onuM3My B TMeuYeHH. Pe3ynbTarhbl
UCCIIeIOBaHM IN VItr0 ¢ MpUMEHEHHWEM MHUKPOCOM IIEYCHM YeIOBEKa IOKa3ald, 4TO He
OKHJIaeTC KIMHAYECKH 3HAYMMOTO HWHTUOWPOBAHUS TEMETPEKCEIOM METa0O0JINYECKOTo
KJIMpEHCa TpernapaToB, KOTopble MetabonmsupyroTces u3odepmentamu CYP3A, CYP2D6,

CYP2C9, CYP1AZ2.
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BsaumoneiicTBus, 001ie Ui IIMTOTOKCUYECKUX TPENapaToOB

W3-3a BbICOKOrOo pHCKa TpomMOOoOOpa3oBaHHMs Yy TAIlMEHTOB C OHKOJOTMYECKUMHU
3a00JICBaHUSIMH ~ YacTO  MPOBOJUTCS  AHTHKOATYJSALMOHHAs ~ Tepamus.  BbIcokas
WHIWBUIyaIbHAS BapUa0CIIbHOCTh COCTOSIHHSI CBEPTBHIBAIOIICH CHCTEMbI KPOBH B TCUCHUE
3a00JIeBaHUs U BO3MOXKHOCTh B3aUMOJICUCTBUS MEXI1Y EPOPATbHBIMUA aHTUKOATYJISTHTAMU U
MIPOTHBOOITYXOJIEBON XUMHOTEpanueld TpeOyOT MOBBIIMIEHHOW 4acTOoThl MoHuTOpruHTa MHO
(MEXIyHapOJHOE HOPMATU30BAHHOE OTHOIICHHE), €CIIM MPUHUMACTCS PEIICHUE O JICUCHUHU
MAIUeHTa MePOPATbHBIMI AaHTUKOATYJISTHTAMH.

Ilpomueonokasano o00HO8peMeHHOe npumMeHeHue: BaKIMHA TPOTUB >KEITON JUXOPaJKU
BBUJly pHCKA TE€HEPAIM30BAHHOW BAKIMHAJIBHOM OOJIE3HH C JIETAIBHBIM HCXOAOM (CM.
paszzaen «I[IpoTuBOMOKAa3aHUSY).

He pexomenoyemcs oonospemennoe npumeHnenue: >KUBbIE ATTEHYUPOBAHHBIE BaKIIUHbBI
(KkpoMe BaKIMHBI MPOTUB IKEJITOH JIMXOPAIKU, C KOTOPOW OJIHOBPEMECHHOE NMPUMCHCHHE
MPOTUBOMNOKA3aHO) BBUAY PHUCKAa CHCTEMHOr0 3a00JIeBaHHS C BO3MOXKHBIM JI€TATbHBIM
UCX0A0M. PHCK MOBBIIIAETCS y MAIIMEHTOB C YK€ UMEIOIIECICS UMMYHOCYTIPECCHEN n3-3a UX
¢dboHoBoro 3abosneBanusi. Cieayer NPUMEHATh HHAKTUBUPOBAHHBIC BAKIIMHBI, €CITU TAaKOBHIC
CyIIecTBYIOT (oaHOMHUETUT) (M. pasjert «Ocolble yKazaHHs»).

dapMaKOKHHETHKA MEMETPEeKcea He U3MEHSIETCS MPU MPUMEHEHUU ¢ (DONHMEeBON KHUCIOTOM
nepopasbHO, BUTAMUHOM Bi12 BHYTPUMBIIIEYHO U MPH KOMOWHUPOBAHHOM MHPUMEHEHUU C
IIUCTUTATHHOM.

[TemeTpekcel HECOBMECTUM C PACTBOPAMHM, COJEPXKAIIMMH Kb, B TOM YHCIE C
pactBopoM Punrepa nakrara u pactBopom Punrepa. B OTCYTCTBHMM WHBIX HCCIEeIOBaHUI
COBMECTHUMOCTH TEMETpEeKcel] He CJeAyeT CMEIIUuBaTh C JAPYTMMH JIEKapCTBEHHBIMH
permapaTamm.

Oco0ble ykazanust

[TemeTpekcen MOXeET MOAABIATH (DYHKIHIO KOCTHOTO MO3ra, 4TO MposBisieTcs B ¢dopMme
HEUTPONEHUH, TPOMOOLIUTOTICHUH U aHEMUU (MU maHuutoneHuu) (cm. pasaen «lloGounoe
JeiicTBHEY). Muenocynpeccus ABJIACTCS JO30JIMMUTUPYIOIEH TOKCUYHOCTBIO
nemeTpekcena. [lepen kKaxapM BBEJACHHEM IEMETpPEKCeaa HEOOXOAMMO MPOBOIUTH OOIIHIA
aHAJIU3 KPOBHU C MOJICYETOM JIeHKOIMTApHOU (HOpMYITBI U YKciia TpoMOouuToB. [lemerpekcen
HE CJIeyeT MPUMEHSTh O Te€X MOp, MOKa aOCONMIOTHOE YUCIO HEHTPODUIOB HE TOCTUTHET
>1 500 KJIETOK/MM®, a YHCIIOo TpoMOonmuToB - >100 000 KieTok/Mm°. CHIDKEHHE J03bI B

Hayaje OYepeIHOro IMKJIa OCHOBBIBAETCA Ha HaMMeHbIIMX 3HadyeHusx AYH, uwncna
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COOTEBETCTEYET 3KI(
ot 15.08.2025 N= 20!

(NOCNEQCBATENEHOCTE 0003)

TpOM6OHI/ITOB M MaKCUMAaJIbHON HEreMaToIOrnYeCKON TOKCHMHHOCTH, KOTOPbIC HAUJIOA4JIMCh
B IIPEIbIAYIIEM [UKJIIEe Tepanuu (cM. paszaen «Crnoco0 NpUMEHEHUs U 103bD»).

B Tex cmydasx, Korza npoBoauiIachk mpeMearKaius GoarueBoil KUCIOTOW U BUTaMUHOM B2,
OTMEUAJIIUCh MEHbIIA TOKCUYHOCTh U CHUXKEHHE YaCTOThl I'€MaTOJIOIMYEcKOH U
HEreMaTOJIOTHYECKOW TOKCHYHOCTH CTerneHu 3/4, Takoil Kak HeuTponeHus, (pedpuiabHas
HelTporieHUss W WH(peKnus ¢ HelTponeHued crernenu 3/4. IloaToMy Bcex MalMEHTOB,
IPUHUMAIOIIMX TEpaluio IEMETPEKCEN0M, CIEAyeT NPOMHCTPYKTUPOBATh [0 IIOBOAY
npruema (OIUEBON KHCIOTHI M BHUTaMuHAa Bi2 B KauecTBe NMpO(UIAKTHYECKONW MeEpbI s
CHI)KCHMSI TOKCHYHOCTH, CBsI3aHHOM c Tepamued (cMm. pasnen «Crocod mpUMEHEHUs U
JIO3BI»).

VY nanueHToB, HE MOMYyYaBIIUX MPEMEAUKALUIO TNIIOKOKOPTUKOCTEPOUIOM, OTMEYAIHCh
KOKHbIE peakimu. [Ipemenukanusi aekcaMeTa3oHOM (WM DKBUBAJICHTHBIM IPEMapaToM)
MOXXET CHU3UTh YaCTOTy W CTENEHb TSKECTH KOXHBIX peakiuil (cM. pazaen «Crocod
MPUMEHEHUS U JT03b1»).

BbII0 M3ydeHO HEAOCTaTOYHOE KOJUYECTBO MALIMEHTOB C KJIMPEHCOM KpPEaTMHHUHA HUXKE
45 mn/muH. TloaTOMY NpUMEHEHHE TEeMETpeKceia Y MAalUeHTOB C KIMPEHCOM KpeaTHHHUHA
<45 wmn/muH He pekomenayercs (cMm. pasgen «Crmoco® TpUMEHEHUS H O3B U
«IIpoTHBOMOKA3AHUS).

VY manMeHToB ¢ MOYEYHON HENOCTaTOYHOCTHIO JIETKOW WIJIM YMEPEHHOW CTeleHU (KJIMPEHC
KpeaTuHUHa OT 45 1o 79 mn/muH) crnenyer uszberatb npumenenuss HIIBII, takux kak
nbynpodeH u areTwicamuiuiaoBas kuciora (>1,3 r/cyTku), B TeueHUe IBYX AHEH mepen
IIPUMEHEHUEM IIEMETpEeKcena, B [€Hb IPUMEHEHHS M B TEUEHHE JABYX JAHEHW Iocie
NpUMEHEeHHs neMeTpekcena (cM. paszznen «BzaumopelcTBue ¢ APYTrUMH JIEKapCTBEHHBIMHU
CpeCTBAMUY.).

VYV nmanueHToB ¢ MOYEYHOW HEAOCTATOYHOCTBIO JIETKOM WM YMEPEHHOW CTENEHU, KOTOPBIM
nokazaHa Tepanusi nemerpekcenoM, npumeHenue HIIBII ¢ pnurensHBIM nepuoaoM
MOJTYBBIBEJICHUSI JOJDKHO OBITh MPEKpalleHO KaK MHHHMYM 3a MATh JAHEH 10 BBEACHUSA
neMeTpeKcea, B JIeHb BBEACHUS U B TEUEHUE KaK MUHUMYM JABYX JIHEH MOCJ€ BBEJIEHUS
neMeTpekcena (cM. paszen «BzaumoeiicTBre ¢ IpyruMu J€KapCTBEHHBIMU CPEICTBAMU ).
[Tpy MoHOTEpanuu MEMETPEKCEOM WM MPU €ro MPUMEHEHHH B KOMOWHAIIUU C JPYTHMU
XUMHUOTEPANEBTUYECKUMH TpernapaTaMyd OTMEYAINCh CEPbE3HbIE SBJIEHUS CO CTOPOHBI
MOYEK, B TOM YMCJIE OCTpasi Mo4eyHasi HeJJ0OCTaTOYHOCTh. [Ipy 3TOM y MHOTMX MallME€HTOB, Y
KOTOPBIX OHM HAOIIOJANCh, ObUIH (PAaKTOPBI pUCKA Pa3BUTHS SIBJICHUM CO CTOPOHBI NOYEK, B

TOM 4YHCIIe 00€3BOKHMBAHUE HIIH YKC HMCIOIIUCCA THUIICPTCH3UA WU I[I/Ia6eT. CormacHo
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COOTEBETCTEYET 3KI(
ot 15.08.2025 N= 20!

(NOCNEQCBATENEHOCTE 0003)

HOCTMapKeTI/IHFOBLIM JaHHBIM, HpI/I HpI/IMeHeHl/ll/l HEMCTPCRCCAd B KdHCCTBC MOHOTCPAIINHK
WIA B KOMOMHAIIMY C JPYTUMH XMMHOTEPAIIEBTUYCCKUMU TperapaTaMu TaKkke OTMEUalnCh
Clly4an pa3BUTHS HE(PpPOTEeHHOro HecaxapHOTo AuadeTa M HEKpOo3a MOYCYHBIX KaHAJBIICB.
BonpmmHCTBO CcllydaeB pa3pemialinch IOCIe MPEKpalIeHUs TMPUMEHEHUS MeMEeTpeKce/a.
HeoOxomuMm peryisipHbli KOHTPOJb 32 COCTOSHUEM ITallMEHTOB Ha TIPEJAMET pPa3BHTHUS
OCTpOro TyOyJIIPHOTO HEKPO3a, CHIKCHHS (YHKIIMM TOYCK W TPU3HAKOB U CHMIITOMOB
He(POTreHHOT0 HecaxapHOro auadera (HarpuMep, TUIICPHATPUCMUH).

BiusiHre TKaHEBOM KHUJIKOCTH, HAIPUMEP, TUICBPATIHLHOTO BHIMIOTA MU aCIUTa, HA JIEHCTBUE
neMeTpeKcea 0 KOHIa He ONpeeNieHo. B Xo/1e KIIMHNYEeCKUX UCCIIEI0OBAaHUH Y MAalUeHTOB
C COJMIHBIMH OITyXOJISIMH YCTOHUYMBOE CKOILJICHHME TKAHEBOH MKHIKOCTH HE OKa3bIBaJIO
BIIUSHUS HA TUTA3MCHHYIO KOHIICHTPAIMIO WIH KIUPEHC TEeMETpeKceaa IO CPaBHEHUIO C
nanueHTaMu 0e3 CKOTUICHUS TKAaHEBOW KUAKOCTH. TakuMm 00pa3zoMm, CIeIyeT pacCMOTPETh
BO3MOXXHOCTh ~ JPCHHUPOBAHMS CKOMMBIICHCS JKHIKOCTH IIepe] HAYaJIOM Teparuu
MEMETPEKCEIOM, OJTHAKO, OHO MOXKET HE TIOHA00UTHCSI.

BBuy kKemynouyHO-KUIIIEYHONH TOKCUYHOCTH MEMETPEKCeNa, MPUMEHIEMOr0 B KOMOMHAIIUN
C IMCIUIATHHOM, HAOJIONAIoCh CWIbHOE 00e3BOKHMBaHME. llareHTaM JOKHA OBITH
MpoBeJIcHa TPOTHBOPBOTHASI TEpamlus, a TaKkKe oOecriedeHa aJeKBaTHAs TUApATAIUs IO
W/WIIM TIOCJIC TePATIHH.

Cepbe3Hble Cep/ICYHO-COCYTUCTBIC COOBITHS, B TOM YUCIIC HH(PAPKT MUOKap/a U HapyIICHUE
MO3TOBOTO KPOBOOOpaIeHus, HaOII0JaIMCh HEYACTO B XOJ€ KIMHUYCCKHX HCCIICOBAHHIMA
neMeTpeKce/a, Kak MpaBuiio, IPH MPUMEHEHUH B KOMOMHAIIMY C JIPYTUM IUTOTOKCHYECKUM
mpenapaToM, IpU STOM B OCHOBHOM Y MAIIMEHTOB C (JOHOBBIMH (PaKTOpaMH pUCKa CeplIeyHO-
cocyaucThIX 3a0oneBanuit (cMm. pazaen «I[lobounoe aeiicTBre»).

[TocKOJIbKY COCTOSIHHE UMMYHOCYTIPECCHH PACIIPOCTPAHEHO Y OHKOJIOTHUYECKUX MMAlUEHTOB,
HE PEKOMEHYeTCsl COITYTCTBYIOIIAsT BAKITMHAIMS >KUBBIMHU aTTCHYUPOBAHHBIMUA BaKI[MHAMH
(em. pasmensl «IIpoTtuBomokazanusi» u «B3aumoneicTBue ¢ APYrUMU JIEKapCTBEHHBIMHU
CPEICTBAMUY).

BBuay Toro, 4To meMeTpeKcel MOXKET BBI3BIBATH T€HETHYCCKHIE HAPYIICHHUS, TOJIOBO3PEIIBIM
MYy)KYMHAM HE PEKOMCHJYETCSI CTAaHOBHTHCS OTIAMH HA MPOTSHKEHUH  TEparuiu
neMeTpeKceIoM M 70 3 MecAleB mocie Hee. PekoMeHayeTcs MCIONb30BaTh HAJECKHBIE
METOJIbI KOHTpAIICTIIMA WU BO3ACPKUBATHCS OT IMOJIOBOW KM3HU. BceneacTBue TOTO, UTO
neMeTpeKce]l MOXKET BBI3BIBATH HeoOpaTHmMoe Oeciuiojne, MYKYHHAM pPEKOMEHIYeTCs

paccMOTPETh BO3BMOKHOCTb COXpPAHCHUA CIICPMBI 10 Ha4Yajla TCpaIriu.
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COOTEBETCTEYET 3KI(
ot 15.08.2025 N= 20!

(NOCNEQCBATENEHOCTE 0003)

JKeHuuHbl B 1I€TOPOHOM BO3PacTe NOKHBI NPUMEHATH HAICKHBIE METOABI KOHTPACIITAN
BO BpeMs Tepanuu IIEMETPEKCEIOM M B TeueHHe O MECSLEB IOCIEe €€ 3aBEpLICHMS
(cm. paznen «[IpumeneHue pu OEPEMEHHOCTH M B TIEPHO/I TPYAHOTO BCKAPMIIMBAHHSD).
OtMmeyanuch ciryyau JIy4eBOro IHEBMOHMTA y MALMEHTOB, MOJIyYaBIIUX JYYEBYIO TEPAIUIO
70, BO BpeMs WM IOCi€ Tepanmuu IeMeTpekceqoM. TakuM MalueHTaM JOJIKHO ObITh
yIEIeHO o0co0oe BHHMMaHHUE; CJIeIyeT C OCTOPOXKHOCTbIO  IPHUMEHATh  JIpyrue
pannoCceHCHOMIN3UPYIOLIHIE MTPETapaThl.

VY nauMeHToB, MPOXOAUBUIMX JIYYEBYIO TEpAIlMI0 HECKOJBKO HENENb WM JET Ha3zaj,
OTMEYaJIMCh CIIydau pelyIuBa NOOOYHbIX SBJICHUHN JIy4e€BOM Tepanum.

Jauubiii npemapat coumepxuT 54 wmr Harpus Ha (aakoH. HeoOxoaumo y4HTHIBATH
NanUeHTaM, HaXOAIIUMCS Ha IUETE C OFPaHUYEHUEM MTOCTYIUIEHUS HaTpHsL.

Bunsinne Ha cIOCOOHOCTH YNPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMM, MEXaHU3MaMHU
BiusHue nemerpexcea Ha CHOCOOHOCTh YIPABJIATH TPAHCIOPTHBIMHM CpEICTBAMU HE
n3yqanocb. OAHAKO OTMEYAIOCh, YTO IIEMETPEKCE] MOXKET BBI3bIBATH IOBBILIECHHYIO
yromsieMocTs.  IlosToOMy  manmMeHToB, y  KOTOpbIX  HAOJIIOJAaeTCs  MOBBILICHHAS
YTOMJISIEMOCTb, CIIEAYET MpeloCTepedb OT YIPABJIEHUS TPAHCIIOPTHBIMH CPEACTBAMU U
paboThl C MEXaHU3MAMH.

®opMa BBIIIYCKA

JInodunusar a1 NPpUroTOBIEHUS pacTBopa i HHQYy3uid, 500 mr.

[Ipenapat nmomemiaroT Bo (IakoH U3 MPO3PAvyHOro CTeKiIa Tuna |, yKynopeHHbIH pe3uHOBOM
pOOKOH MO/ aTFOMUHUEBONW 0OKAaTKOM M 3aKpBITHII NOJUIPONMICHOBOM KpblKoil. DiakoH
HOKPBIT MPO3payHON 3AIIUTHOW IUIEHKOM, HWKHAS 4acTh (pJIaKOHA COJAEPKUT KOJIMauoK
MOBBIIIIEHHOH skecTKOCTH. 1o ogHOMY (h1aKOHY ¢ MHCTPYKLHMEH 110 TPUMEHEHHIO IOMEIAI0T
B [Ia4YKy KapTOHHYIO.

YciaoBust XxpaHeHust

ITpu Temneparype ot 15 o 25 °C.

[TpuroroBneHHsIil pacTBop: pu Temmeparype ot 2 10 8 °C He Gosee 24 4acos.

XpaHUTh B MECTAX, HEAOCTYIHBIX JUIS IETEH.

Cpoxk rognocTu

3 roja.

He ucnonp3oBaTh M0 UCTEUEHUH CPOKA TOAHOCTH, YKa3aHHOTO Ha YIAaKOBKeE.

Yci0Bus OTIYCKA U3 aNTeK

OTnyckaroT 1o pelenty.
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

IIpousBoauTenn
[Tpou3BOACTBO rOTOBOI! JIeKapCTBEHHON ()OPMBI U NTEPBUYHAS YIIAKOBKA!
Baitanekc C.A.

[Tnant C, 16-it km Mapaconoc ABento, [Tammuuau Attuku, 15351, ['penust
Plant C ,16th km Marathonos Avenue, Pallini Attiki 15351, Greece
BropuuHnas yrnakoBka U BBIITYCKAIOIIMI KOHTPOJIb KauecTBa:

JInnm @pance

3ona Unnactpuans, 2 Py ny Kononen Jlwnu, 67640 ®erepuieitm, Opannms
Zone Industrielle, 2 Rue du Colonel Lilly, 67640 Fegersheim, France
Opranuzanus, NPUHAMAKIIAS PETEH3UH OT MOTpeduTe el
Poccniickas @enepanys

00O «Csukc Xaickea»

105064, Mockaa, yi. 3eMJIIHOU Bajl, 10M 9

Tenedon: +7 495 229 06 61

Anpec ai1. mouThl: russia.info@swixxbiopharma.com
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