MHUHUCTEPCTBO 3IPABOOXPAHEHHWS POCCUMCKOM GEHAEPALIMH
UHCTPYKIMSI

IO MEIMIITUHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOT' O ITPEITAPATA

AHTUDOJIAT
Perucrpaumnonustii nomep:
Toprosoe nanmenoBanue npenapara: AHTUDOJIAT
Mexkaynaponnoe HenaTeHTOBaHHOE WM I'PYNIHPOBOUHOE HAMMEHOBAH HE: nemeTpeKce i

JlekapcrBennas popma: 1MOGUIM3AT ANS IPUTOTOBIEHHUS pacTBopa Ajs HHY3Hii

Cocras Ha 1 ¢iakon

KoaunuectBo
HaumeHnoBanmne komnonenTa
100mr | 500 mr

Heticmeyiowee eewecmso:
[lemetpekcena nuHatpus remunentaruapar 120,8 mr 604,0 mr
B MIEpECUYETE HA [IEMETPEKCE]] 100 mr 500 mr
Bcnomozamenvnoie sewyecmsa:
ManHuTON 100,0 mr 500,0 mr
XJI0pMCTOBOAOPOAHO#M KHUCIOTHI pacTBOp | M n/mnu

P P P P 1o poseaeHus pH 6,8-7,4
HaTpus ruApokcuaa pacteop | M

Onucanue

JInopuanszar: nnopunusuposannas macca uim JIMO(UIM3MPOBAHHBIH MOPOLIOK OT 6EI0ro 10
CBETJIO-XKE/NTOr0 MM CBETJIO-)KENTOr0 € 3e/€HOBAaThIM OTTEHKOM uBeTa. Jlonmyckaercs
KOMKOBaHHeE.

BoccraHoBaenublii pacTBop: npo3paunblii GeCLBETHBIA WM OT KEATOr0 10 3e1eHOBATO-
XKEJITOro LBETa PacTBOp.

®apmakoTepaneBTHYECKasi FPYNNA: POTUBOOMYXONEBOE CPEACTBO, aHTUMETABOMUT

Koa ATX: LOIBA0O4

®dapmakoJioruyeckKune cBoiicTBa

Dapmakoounamuxa

[TemeTpekcen sBnsieTcs MHOroOLENEBLIM MPOTUBOOMYXOJNEBbIM aHTH(OIATOM, KOTOpbIii
OKa3bIBAET CBOE ICUCTBHE MyTEM HAPYLUEHHUs KJIHOUEBBIX ()OIAT-3aBUCHUMbIX METABOIMUYECKUX
MPOLIECCOB, KpaiHe BaXKHbIX U1 PEIIMKALMH KJIETOK.

Wccnenosauus in vitro nokasaiu, 4to neMeTpeKkce 1 BefeT cebsi Kak MHOTOLEIeBOi aHTU(donar,
MUHIHOUpYs TUMMIMIATCUHTA3Y (TS), AUruapodonatpeykrasy (DHFR),
ranuMHamuapubonykineotuadopmunrparcdepasy (GARFT), KoTopble SBIASIOTCS KJAIOUYEBbIMM

(onar-3aBucUMBIMK  pepMEHTAMH npU  GMOCHHTE3e THMHIAMHOBBIX U MYPHUHOBBIX




HyK/1€0TH/10B. [TemeTpekcea NOCTYnaeT B KJIETKHU € MOMOLLBIO MEPEHOCH MKA BOCCTAHOB/IEHH biX
(onatoB u MeMOpaHHbIX GeKOBBIX (ONAT-CBA3BIBAIOLIMX TPaHCMOPTHBIX cucTeM. [Toctynas B
KJIETKY, nemeTpekcea ObICTpo U 3QdeKTUBHO npeBpaliaeTcs B MoJMrayTaMaTHble dopmbl ¢
NOMOUIBIO  (hbepMeHTa  (OMINONMIIYTAMATCUHTETA3DI. [Tonurnyramatieie  Qopmbl
3aICPXKUBAIOTCSA B KJIETKAX M ABIAIOTCS Oosiee MowHbIMM MHruOUTOpamu TS u GARFT.
[TonurnyramunnpoBanye - 970 3aBUCUMBI OT BpeMeHH 1 KOHLEHTPALIMH MPOLIECC, KOTOPbIii
BCTPEYACTCA B OMYXOJIEBbIX KJIETKAX M, B MEHbILUEH CTENeHH, B HOPMAlbHbIX TKaHSX. Y
MeTaboJMTOB,  NONY4eHHBIX B  Mpolecce MOJIMIIIyTAMUHUPOBAHUS,  YBEJIMYEH
BHYTPUKJIETOYHBIA MEPUOI MONYBBIBEJCHHS, BCIEACTBME YEro YyBEIMYMBAECTCH eHCTBUE
fnpernapara B OMyX0JIeBbIX KJIETKaX.

[Tpn KOMOMHHPOBAHHOM NpPUMEHEHUH MEMETPEKCENa U LMCILIATHHA B MCCIEA0BAHUSX i/ Vilro
HaOJII0/1aJICsl CHHEPTU3M TPOTHBOOMYX0J1EBOTO ACHCTBHS.

DapmakokuHemuka

[locrosiHHbIH 0OBEM pacripeleneHus nemertpekcena pased 9 si/m2. Mccnenosauus in vitro
nokasajnu, 4to okosno 81% nemerpexcena cpasbiBaeTcs ¢ Genkamu naasmel. Hapyluenue
(yHKUMM MOYEK Pa3HOM CTEMEHH TSKECTH HE OKA3bIBAIO 3aAMETHOTO BJIMSHUS HA CBA3bIBAHME
nemeTpekceaa ¢ Oenkamu miasmbl. [leMeTpekce orpaHUYEHHO MOABEPraeTcs MeTaboMu3My B
TMEYEHHU.

[lemeTpekcesr B OCHOBHOM BBIBOAMTCS MOYKaMH, npu 3ToM oT 70 10 90% BBeAEHHOH 103bl
00HApy)KMBAETCA B HEM3MEHEHHOM BHJE B TEYEHHME MEpBbIX 24 4acOB MOC/IE BBEACHMS.
HccnenoBanus in vitro nokasplBaloT, 4TO MEMETPEKCe] aKTHBHO cekpetupyercss OAT3
(NMepeHOCYNKOM OpraHMYeCcKUX aHHOHOB 3). V MauMeHTOB C HOPMasbHOM (YHKLHEH nouek
(knupeHe kpeatuHuHa 90 MJI/MHH) OGLUMIT CHCTEMHBIH KJIMPEHC MemeTpeKceaa cocTaBiser
91,8 ma/muH, nepuoa MoJyBbIBEAEHMs M3 MMa3Mbl COCTaBIseT 3,5 yaca. MexnauueHTHas
Bapuale/lbHOCTb  KIMpeHca ymepeHHas, coctaiser 19,3%. [lnowans noax  Kpusoit
«koHUeHTpauus - Bpemsi» (AUC) u MakcumanbHas Mia3MeHHas KOHLEHTpaLus neMeTpeKkce1a
YBEJIMYMBAIOTCA MPOMNOPUHUOHANIBHO n03e. (DapMakOKMHETHKa MEeMETpeKceaa OcTaeTcs
HEU3MEHHOM B TEUEHHE HECKOJIbKUX LIMKJIOB Teparuu.

OnHOBpeMEHHOE BBEEHME LMCIUIATHHA HE OKa3blBAaeT BIMSHME Ha (hapMaKOKMHETHUECKHE
cBoiictBa memerpekcena. [Ipumenenue GonueBoit KUCIOTHI MepopanbHO M BUTaMMHA Bia
BHYTPHUMBIILIEYHO HE BJIMAJIO HA (hapMAKOKMHETHKY MeMeTpeKcea.

ITokazaHusi K NpUMEHEHHIO

HeMenKoKI€TOUYHbIN paK JIETKOro




IlemeTpekcen B KOMOMHALMM ¢ LIUCTIATMHOM MOKa3aH [T MEPBOit IMHUK TEpanuu NaLMeHTOB
C MECTHOPAaclpOCTPAHEHHBIM MJIM METACTATMYECKUM HEMEIKOK/IETOUHBIM PAKOM JIErKoro,
KpOME NMPEUMyILECTBEHHO MI0CKOKIETOUHOM MHCTOI0rMYECKO#H HOPMBI.

[lemetpekcen B KauecTBe MOHOTEpaNmuM MOKA3aH IS MOAAEPIKMBAIOLLEH Tepanuu
MECTHOPACMPOCTPAHEHHOTO /I METACTATHUYECKOrO HEMENIKOK/IETOUHOTO PaKa JIErKoro, Kpome
NPEUMYIIECTBEHHO MIOCKOKIETOUHOM MHCTONOrHYECKOH (DOPMBI, Y MALMEHTOB C OTCYTCTBUEM
NMPOrpeccHpoBaHms MOCIIE NePBOi TMHMHK TEPANUKU Ha OCHOBE NMPENAPATOB MIATHHBI.
[TemeTpekcen B kauecTBe MOHOTEpANUH MOKA3aH 1S BTOPOIl JIMHKH TEPanuu y NaluueHToB ¢
MECTHOPACMpPOCTPAHEHHBIM MJIM  METACTATUYECKMM HEMEIKOKIETOYHBIM PAaKOM JIErKOro,
KpOME NMPEMMYIECTBEHHO II0OCKOKJIETOUHOM MUCTONIOMHYECKOH (GOpMBbL.

3/10KaYeCTBEHHAs ME30TEJIHMOMA MJI€BPbI

[Temerpekcen B KOMOMHALMM C UMCMIATHHOM MOKA3aH /Uil JIGYEHMS MALMEHTOB ¢
Hepe3eKTabe/IbHON 3710KaueCcTBEHHOM ME30TeNMOMOit MIeBpbI, paHee He NMPOXOAMBLUMX KypC
XMMHUOTEparuu.

IIporuBonokaszanus

. ['MnepuyBCTBUTENBHOCT K MEMETPEKCENy MM BCIOMOIaTelbHbIM BELLECTBAM,

BXOJZIFLIIMM B COCTaB Iperapara,

. Muenocynpeccus (abeomoTHoe yncio HeitTpodunos <1500/mm>, uncno TpOMOOLIMTOB
<100000/Mm3);

. BeipaxkeHHas noyeyHas HeJOCTATOYHOCTD (KIMPEHC KpeaTnHuHa <45 MJI/MHH);

. BepemeHHOCTB, nepHoa rpyAHOro BCKapMIMBaHHS;

. Hetckuii BO3pact (OTCYTCTBHE AaHHBIX 110 Ge30MacHOCTH U 3hHEKTHBHOCTH):;

. OznHoBpemMeHHOe NPUMEHEHNE C BAKLMHON MPOTHB XKENTOH THXOPAKH.

C ocTOpOoKHOCTBIO

. [Tpu HapyieHUH GYHKLKHU NEYEHHU;

. [1pu TspKesbIx 3a601€BaHUAX CEPACUHO-COCYAMCTOI CHCTEMbI, B TOM YHC/Ie MH(APKTE
MHOKap/a U HapyLIEHUH MO3rOBOI0 KPOBOOOpALLEHHS .

IIpumenenue npu GepeMeHHOCTH U B MIEPHO/ IPYAHOIO BCKAPMJINBAHHSI

KoHTpauenuus Y MY>KYHUH U XKECHIUUH

)KCHHII/IHI:I B JIE€TOPOAHOM BO3paCT€ JAOJIKHBEI IOJIb30BATHCS BQ)q)CKTHBHblMH METOAaMH
KOHTpaluClnUuMh B XOA€ TEparuuh [EMETPEKCENOM. ﬂeMeTpeKcea MOXXET BbI3bIBATb
FCHETHUYECKHUE HapyWICHUA. HOHOBO3pe.ﬂblM MY>XYHWHAaM HE€ PEKOMEHAYETCS CTAHOBMUTCH
OTLaMH Ha MPOTAXKECHUU TE€paruu U 10 6 MECALIEB ITOCJIE HEeE. PCKOMCH}])’CTCH [M0JIb30BaThCA

3bhEeKTUBHBIMU METOAAMU KOHTPALENLMH WK BO3AEPKMBATHCS OT MOJIOBOM JKU3HHU.

bepeMeHHOCTh



[laHHble 10 NPUMEHEHMIO TMeMeTpeKcena y OepeMeHHbIX JKEHLIMH OTCYTCTBYIOT, HO
MPEAnosaraeTcs, YTo OH, KaK M JApYrMe€ aHTUMETabOIMTBl, MOXKET BbI3bIBATb CEPbE3HbIE
BPOX/ICHHbIE N€(PEKThI NMPU MPUMEHEHUH BO BpeMs GepeMeHHOCTH. B uccienoBaHusx Ha
KMBOTHBIX ~ HaOJIIOJAIOCh  TOKCHYECKOE JeHCTBME Ha PENpPOAYKTHBHYIO  (DYHKLHIO.
[Temerpexcen He creayeT npuUMeHATh BO  BpeMs OEPEMEHHOCTH  (CM. paszel
«[TpoTuBOMOKA3aHUSY).

['pyaHoe BckapMIMBaHUE

HeunsBecTHO, BbIfENAETCSA M MEMETPEKCel B MPYAHOE MOJIOKO, TaK YTO Helb3s MCKIIOUMTD
HEXENATE/NbHbIX peaKUnii y rpyaHoro pebenka. KopmieHue rpyabio BO Bpemsi Tepanuu
NEMETPEKCE0M CIIeAYeT NPeKPaTuTh (M. pazaen «[IpoTuBonokasanus»).

DepTUILHOCTD

Benezpcrue toro, 4to Tepanus neMeTpekceI0OM MOXET BbI3bIBaTh HEOOpaTHMOE Gecruioame,
MY)XYMHAM PEKOMEHAYETCS pPacCMOTPETh BO3MOXHOCTb COXPAHEHHMs ClepMbl 10 Hayana
TepanuH.

Cnoco6 npumeHeHus: U 103bI

Tepanus nemeTpexce10M MOXKET NPOBOAMTBLCS TOJIBKO M0/ HABIIOAEHUEM Bpaua, HMEIOLLEro
OMBIT NPUMEHEHHUS IPOTHBOOIYXO0JIEBBIX MpenapaTos.

ITemempexceo ¢ kombunayuu ¢ yucniamunom

PexomennoBanHas 103a nemerpekceaa cocrasaser S00 Mr/m? B BUjie BHYTPHBEHHON UHDY3UH
B TeueHHe He MeHee 10 MUHYT B NepBblii 1eHb Ka)a0ro 2 1-1HeBHOro LHKIIA.
Pexomeni0BaHHas 1103a LMCIIATHHA COCTaBAsET 75 Mr/M% B BUIE BHYTPUBEHHON HHDY3UM B
TeYeHHe 2 4acoB NpuMepHO 4epe3 30 MUHYT mocie 3aBeplueHus MHDY3UM neMeTpeKkceaa B
NEPBbIA IE€Hb KaXX10ro 21-1HEeBHOIO LMK,

[launentam gomkHa ObITH NpPOBEAEHA MNPOTHBOPBOTHAS Tepanus, a Takxke obecredyeHa
aZIeKBaTHas r’MApaTalus 10 WKWK Noc/ie BBEACHHS LMCIUIaTHHA (TAKXKE CleayeT 00paTHTBLCS K
MHCTPYKLUMK 1O MEAMLMHCKOMY T[PUMEHEHMIO LHUCIUIATUHA C  LEJIbI0  MOJy4eHHs
crielupHUIECKUX PEKOMEH/1aLUii OTHOCHTEBLHO 103MPOBAHHS ).

ITemempekceo ¢ kauecmee moHomepanuu

1 MauMeHTOB ¢ HEMEJKOKJIETOYHBIM  PakoM  JIErKOro  Mocjie  XMMHUOTEparuu
peKOMeHI0BaHHas 103a Mpernapara nemetpekces coctapaser S00 Mr/m? B Buje BHYTPUBEHHOI
vH}y3uu B Teuerue 10 MUHYT B MepBblii A€Hb KaX10r0 21 -AHEBHOrO LIUKIIA.

Pexomenoayuu neped nawanom npumenenus nemempexceoa

J1s CHMIKEHMS YaCTOThl BOBHUKHOBEHHS U CTEMEHH TSHKECTH KOXKHBIX PEaKLMH HEOOXOAUMO
NPUMEHSATD INIIOKOKOPTUKOCTEPOU b 3@ A€HDB 10 BBEI€HHUS, B ICHb BBEACHHS U Ha CIIEAYIOLIM i

AC€Hb I10CJIE BBECACHUS NMEMETPEKCEA. rH}OKOKOpTMKOCTCpOHﬂ JI0/KEH ObITh SKBHBAJIEHTEH



4 MI' ieKcameTa3oHa, NMPUHMMAeMOro nepopaibHo 2 pasa B aeHb (cM. paszgen «Ocobble
yKa3aHus»).

At CHIKEHUS TOKCMYHOCTH Mpenapara NalueHTbl, MOy4arolke TEPANUIO NMEMETPEKCE0M,
AOJDKHBI €KEHEBHO MPUHUMATh Npenaparbl (OTUEBONH KMCIOThI WM MYJIbTHBMTAMHHBI C
conepxanneM onnesor kucaoTel (o1 350 go 1000 Mkr). Heo6X0aMMO NPHHATE MUHUMYM
MSTh 103 (HOIMEBOM KUCIOTHI B TEUEHHE CEMH JHEl Mepe/ [epBbIM BBEAEHUEM MEMETPEKCE a.
[Ipuem 1o/KeH NPOA0IKATECS Ha POTSHIKEHMH BCErO Kypca Tepanuu NeMeTPeKce10M. a TakkKe
B TeueHue 21 [HA Mmocne MoC/efHero BBEAEHUs neMeTpekceaa. B 7-aHeBblii nepuoa nepen
NEPBLIM BBEACHUEM MEMETpeKce/1a NalMeHTY HEOOXOAMMO BBECTH OJHY BHYTPUMbILIEUHYIO
uHbekunio ButamuHa Biz (1000 mkr), nanee - mo OAHON MHBEKUMM KaKIble TPY LMKIA.
[Tocneayromume MHbEKUMY BUTAMUHA B12 MOTYT GBITh BBINOJIHEHBI B TOT XK€ A€Hb, YTO BBEAEHUE
neMeTpekcea.

Habnwoenue

[lepen kaxapiM BBEJCHMEM MEMeTpeKcena HeOOXOAMMO MPOBOAMTL MOHMTOPHHI BCeX
NalKeHTOB, KOTOPBIH BKIIOYAET B ceOs OOLIMIA aHaIU3 KPOBH C JIEHKOLMTAPHOH HOpMyIIoi 1
onpezesieHne yucia TpoMOOUMTOB. 11l OLEHKM QYHKUMH MOYEK W MEYEHH TMEPE] KaabIM
BBEJICHUEM MEMETPEKCea HEOOXOAMMO BBIMOIHUTL GHOXMMUUYECKUI aHanu3 Kposu. [lepen
HayajJoM KaXJI0ro UMK/IA XHMHUOTEPANMM y MALUMEHTOB JOJKHbI HAOMIOAATLCS ClEAYIOLIHE
nokaszarenu: abcontoTHoe uuciao Heltpoduaos (AUH) >1500 kmeTok/mMm>; umcio
TpomGoumToB >100 000 knetok/mm>. KimpeHc kpeaTHHMHA JOKEH COCTABIATD >45 MiI/MHH.
Konuentpauus obuiero 6unnpy6brHa 10mkHa ObITh MEHEe WK paBHa |,5-KpaTHOMY 3HAUEHUIO
BepxHei  rpanuubl  Hopmbl  (BI'H).  Vpoeenb  wenounoit  docdarazsr (D),
acnapratamuHoTpancdepassl (ACT) u ananunamunorpanchepassl (AJIT) aomkeH ObITh
MeHee WM paBeH 3-kpaTHomy 3HaueHuto BI'H. Vposeus LD, ACT u AJIT, meHee uau
paBHBIN 5-KpaTHOMY 3HaueHuto BI'H, nonycTum npu HaaMyuu METacTa3oB B MIEYEHH.
Pexomenoayuu no koppexkyuu 003ol

Koppekuuto 103bl nepea MOBTOPHBIMM LMKJIAMU ClielyeT MPOBOAWTb, OCHOBBIBASICh Ha
HauboJee HU3KOM W3 reMaToJOrMYecKMX MOKa3aTessX MM Ha MaKCMMAllbHO BbIPaXEHHOM
HEreMaToJIOrM4eCcKO TOKCMUHOCTH B TEUEHUE MPEAbIAYILErO LMKIIA JeueHus. JleueHre MoxeT
OBITh OTJIOKEHO C LEJbI0 BOCCTAHOBIEHHMS OT TMpPOSIBJIEHUM TOKCHYHOCTH. [lo Mepe
BOCCTAHOBJIEHUsA TEpanHio CIEAYeT MPOJOLKUT B COOTBETCTBHM C PEKOMEHAALMAMM,
NPUBEACHHBIMU B Tabiauuax [-3, KOTOpble OTHOCATCS K MPUMEHEHHUIO MEeMEeTpekcena B

MOHOTEpAIuu Uiu B KOMOMHALMK C LIMCILIATUHOM.



Tabauna 1. Pexxum no3upoBanusi nemerpekcena (MpH MOHOTepanuM WM [pPH
KOMOMHHMPOBAHHOI Tepanuu) U LHCNJIATHHA
I'emaTosiornyeckasi TOKCHYHOCTb Koppekuus 103b1 (Mr/m?)
MuHuManbHoe abComoTHOE 4ucio Heitpodunos <500/mm* | 75% oT npeapiaylei 4036l
¥ MHHMMAJIbHOE YU CI0 TPOMBOLMTOB >50000/MM> (nemeTpexcen "
LUMCIJIaTHH)
MuuumansHoe 4ucno  TpombouutoB <50 000/ mMm>, | 75% OT npeablayliei 1036l
HE3aBUCMMO OT MHUHHUMAaJBHOrO  abCoMOTHOrO  yucia | (nemerpekces u
HEeUTpOohHI0B LIMCIIJIaTHH)
MunumanbHoe 4ucio TpomGouutoB <50 000/ mm® ¢ | 50% ot npeabiayiueii 103bl
KpOBOTEUEHHEM®, HE3aBUCUMO oT MHUHHUMaJIbHOIO | (nemerpekcen "
abCcoMIOTHOrO YKcsia HeHTpoduIos LIMCTIIATHH )

® DTH KpUTEpUH COOTBETCTBYIOT OMNpENENEHHIO KPOBOTEUEHHs >2 CTEreHH B COOTBETCTBMH ¢ OGLIMMH

KPUTEPUAMH TOKCHYHOCTH HaunonansHoro uucturyra paka (NCI-CTC).

[Ipy pa3BUTHM HEreMaToJOrMYECKOW TOKCHMYHOCTH (38 HCKIIOYEHHWEM HEMPOTOKCHYHOCTH)
> 3 CTENEHH, JleYeHWEe HeoOXOAMMO OTJIOKHTBb 10 BOCCTAHOBJIEHHS — [OKa3aTesei,
COOTBETCTBYIOIMX YPOBHIO MEHEE MM PaBHOMY YPOBHIO Yy MalMeHTa [0 Hayaja JieueHHs.
Hanee Tepanuio HEOOXOAMMO BO30OHOBMTH B COOTBETCTBHM C PEKOMEHIALMAMH,

NPUBEJCHHBIMU B TabnuLe 2.

Tabanua 2. Pexxum a03upoBaHusi nemerpekcena (NIpH MOHOTEpANMM WM TNPH
KOMOMHMPOBAHHOI Tepanuu) U UMCIIATHHA

Heremartosoruueckas Koppexkuusi 103b1 Koppexkuus 103b1
TOKCHYHOCTD 0 nemerpekceaa (mr/m?) uMcnaaTuia (Mr/m?)

JIrobas TokcmuHocTh 3 wau 4 | 75% ot npeabiayuueit 75% ot npeablayiei
CTENEeHU 3a UCKJIFOYEHUEM | 103l J103bl
BOCIAJIEHUS CIIM3UCTOM 000JI0UKH
Huapes, Tpedytowas | 75% ot npeablayleit 75% oT npeablaylleit
rocnuTaau3auuu (HE3aBUCUMO OT | J03bI J103bl
CTeneHu), wiu auapes 3 wiu 4
CTENEHU
Bocnanenue causuctoi obonouku | 50% ot npeabiayluei 100% ot npeablay e
3 unu 4 cTeneHu J103bI J103bl

# CornacHo kputepusim NCI CTC;

®3a ucKkToueHHeM HePOTOKCHUHOCTH.

B ciyyae HEHpPOTOKCMUHOCTH pEKOMEHIOBAaHHas KOPPEKLUMs [A03bl MeMeTpekceaa MU
uMcInIaTuHa npejacrasieHa B tabnuue 3. [1py HEHPOTOKCHYHOCTH 3 WK 4 CTENEeHH Tepanuio

HE0OXOAMMO MPEKPATHTb.



Tab6auua 3. Pexxum po3upoBaHusi nemerpexceaa (MpM MOHOTepPanuH HWJIH MNpPH
KOMOMHMPOBAHHOM Tepanuu) U UMCIVIATHHA
CreneHb HEHPOTOKCHYHOCTH * Koppexkuusi 103b1 Koppekuusi 10361
nemetpexceaa (Mr/m?) uucnaTuia (Mr/m?)

0-1 100% ot npeabiaylen 100% oT
J103bI npeabIAYyLLENR 103bI

2 100% ot npeabiayliei 50% ot npeabiayLen
J103bl 1103bl

2 CornacHo kpurepusim NCI CTC.

Tepanuto nemeTpekcesoM  CleAyeT OTMEHUTb, €ClIM y nauMeHTta Habjaropaercs
reMaToJIorMueckasi MJd HEreMaToJIorHyeckas TOKCHMYHOCTb 3 MM 4 CTeneHu nocjie ABYX
CHIDKeHUI  n103bl.  Tepanuio  creayeT  HEMEMJIEHHO  MPeKpaTHTh  NpU  HATUYWM
HEUPOTOKCUYHOCTH 3 WK 4 CTENEHH.

Ocoovie epynnbvl nayuenmos

Ioocunvie nayuenmol

[Ipy npoBeneHUU KIMHUYECKMX HMCCAEN0BaHUM He ObLIO MOJAY4YEHO AAaHHBIX O MOBBILIEHUH
pHUCKa pa3BUTHS HEXKENaTelbHbIX ABJIEHUH Yy MaUMEeHTOB B Bo3pacte 65 JeT W crapiue Mo
CPaBHEHHUIO C MaLlUEHTAMHU B Bo3pacTe 10 65 jeT. Pexxum CHUXKEHHUS 103 COOTBETCTBYET OOILMUM
PEKOMEHJaLUAM.

Jlemu

[lemerpexcen He npeaHa3HA4YeH AJ11 NPUMEHEHUS Y JeTeH.

Ilayuenmoi ¢ Hapyuernuem GYHKYUU novex

[lemerpexcen B OCHOBHOM BBIBOAMTCS B HEM3MEHEHHOM BuJe noykamu. [Ipu nmokazatensx
KJIMpeHca KpeaTHuHUHA >45 MI/MUH KOoppeKuus 103bl He TpeOyercs. [lauueHTaM, y KOTOpbIX
KJIMPEHC KpeaTHHWHa MeHee 45 MJI/MUH, NMPUMEHEHHE MEMETPEKCea HE PEKOMEHIYeTcs B
CBSI3M C HEIOCTATOYHOCTHIO ITaHHBIX MO MPUMEHEHHUIO Mpernaparta y 3TOi KaTeropuu nalueHToB
(cM. pazaen «Ocobble ykazauusa» U «[IpoTHuBOnokasaHus»).

Iayuenmer ¢ Hapyuwenuem GYHKYyuUU neveHu

He O6bu10 ycraHoBineHO B3auMocBsizu Mmexnay nokazarensmu ACT, AJIT uam obuwero
OunupybuHa U hapMakOKMHETUKOW mnemeTpekcena. HenoctarouHo AaHHBIX MO NPUMEHEHUIO
npenapara y MalMeHTOB C HapylleHHeM (YHKLUMM MEYEHU C MOBBILUEHHEM KOHLEHTpaLMUu
Ounupybuna OGosbwe, yem B 1,5 paza or BI'H, u (M1M) nNOBbILIEHHEM AKTUBHOCTH
amuHoTpaHcdepas 6onbiue, yeM B 3,0 paza or BI'H (npu orcyTcTBUM MeTacTa3oB B NMEYEHH),
unu 6onsblie, yem B 5,0 paz ot BI'H (npu Haniuuuu meTacta3oB B MeUEHH).

Pexomenoayuu no npuzomosienuro pacmeopa 014 uH@y3ui

1 B kauecTBe pacTBOpHUTEIS MCMOIB3YIOT TOJBKO 0,9% pacTBOp HaTpus XJopuia.



2. Hns npenapama oosupoexkoi 100 me: Jlns mnonyueHus pactBopa i HHOY3Hid
coaepxumoe (aakona pactBopstor B 4,2 mi 0,9% pacTBopa HaTpus XJI0pHaa A8 HHBEKLHUH
(6€3 KOHCEpBaHTOB) 10 KOHLEHTPALUHU 25 MI/MJL.

s npenapama doszupoexou 500 me: Jlns nomyueHus pactBopa uis MHOY3HH COmepKUMOE
¢nakona pactBopstor B 20 min 0,9 % pacrBopa Hartpus Xjopuaa Ans MHbeKumii (6e3
KOHCEPBAHTOB) 10 KOHUEHTpALUK 25 Mr/mi1.

Kaxapiii ¢nakon akkypaTHO B30aiThIBAIOT MyTeM BpALUEHHsS [0 MOJHOMO PacTBOPEHUS
nopumm3sara. [TomyueHHblit pacTBOp 10KEH ObITh PO3PAUYHBIM; JOMYCTHM LIBET PaCTBOPa OT
O€eCLUBETHOrO J10 KEATOr0 MM 3€/IEHOBATO-XKETOro Beta. HebGnaronpusatHoro Bo3aeicTBus
Ha KauecTBO Mpernapara MpM 3TOM He oOKasbiBaeTcs. pH BoccTaHOBIEHHOro pacTBopa
cocrapiiser ot 6,6 10 7,8. Tpebyercs nanabHeiiuee pa3Beaenue.

3. CooTBeTCTBYIOLIMIA 06BEM MOTY4EHHOTO pacTBOpa nemMeTpekceaa pa3Boasat a0 100 mi
0,9% pacTBOpOM HaTpus XJIOpHIa 1UIsi HHbEKLHM# (6€3 KOHCEPBAHTOB).

4. PacTBopbl memeTpekcea, MPUIOTOBJIEHHBIE  COMVIACHO  WMHCTPYKLMAM  BBILLE,
COBMECTHMBI C CUCTEMAMH 71 MHDY3UH U3 NOJTMBUHUIXJIOPU/A U MOJHOIEPUHA.

5 [Tepen BBeeHHEM pacTBOp npenapaTa HEOOXOAMMO BU3yallbHO MIPOBEPUTH HA HAJTUYHE
MEXaHMYEeCKHX BKJIKOYEHMH W wu3MeHeHue uBera. Ecium Habmronarorcs MexaHHYecKue
BKJIIOYEHHU s, pACTBOP HE BBOJST.

6. PactBop n14 BBeneHMS HEOOXOAMMO HCIONB30BATh HEMEMIEHHO WM B TEYEHHE
24 4acoB 1pH yCJI0BMM XpaHeHUs npu Temrneparype 2-8 °C, Tak Kak pacTBOp NeMETpeKce1a He
CONEPXKUT aHTUOAKTEPUATbHBIX KOHCEPBAHTOB. PacTBOp mnpeaHazHayeH TOJMbKO IS
OJHOKPAaTHOro  mnpuMMeHeHus. Hewucrnonb3oBaHHbIM  pacTBOp  mpenapara  MOMIEKUT
YHUUTOXEHHIO.

Mepbl Npea0CcTOPOKHOCTH NTPU IPUTOTOBIEHHHU U BB€JICHUHU

Kak u npu oOpaiieHMu ¢ APYrMMH MOTEHLMATbHO TOKCHMYHBIMHM MPOTHBOOMYXOJIEBBIMH
npenapaTamu, CJielyeT MpOosBIATh OCTOPOHKHOCTb MPHU 0OpalleHWH U IPUTOTOBEHHH PACTBOPa
A1 MHQY3MM neMmeTpekcena. PexomeHayeTcs MCMoOJb30BaTh mepuyatku. Eciu pactBop
NeMeTpeKCceaa Nonaja Ha KOXy, CleAyeT HEMEIIEHHO M TIIATeIbHO MPOMbITh KOXKY BOO# C
mMbuIOM. Ecnu pacTBop memeTpekcena nomnaji Ha CIM3UCTYIO 000J10YKY, CleAyeT TIIaTelbHO
NpoMbITH ee BoAOH. [lemMeTpekcen He OKa3bIBaeT KOXHO-HApLIBHOTO AeHcTBUs. [lpu
MOBPEXKAEHUM COCyJa HE CYIIECTBYeT CIELUMATbHOrO aHTHAOTA. 3apUKCHPOBAHO
HE3HAYMTEbHOE YUCJIO CI1yyaeB MOBPEKAEHHs COCy/1a IPU BBEAECHUU TEMETPEKCce/1a, KOTOpbIe
HE OLIEHMBAJIMCh MCCJIEOBaTENeM Kak cepbe3Hble. [Ipu nmoBpexaeHHu cocyaa HeoOXOAWMO
CJI€ZI0BATh JIOKAJIbHBIM CTaHAApTaM JIeUeHHUs.

IToGouHoOe aeiicTBUE



HaunGosnee pacnpocTpaHeHHBIMM HEXeNaTebHBIMU SBIECHUSAMH, CBA3AHHBIMH C Teparuei
NEeMEeTPEeKCce0M (B KaueCTBE MOHOTEPANMM WM B KOMOMHMPOBAHHOM Tepanum), SBASIOTCS:
nojasyieHue (YHKUMM KOCTHOrO MO3ra, MpOSIBISIOLIEECS B BMIE aHEMHMH, HEHTPONEHMH,
NICHKONEHUH, TPOMOOLMTONEHHH; HKETYJOYHO-KHUIIEYHAs TOKCHYHOCTb, MPOSBSIOLIANCS B
BMJI€ AHOPEKCHH, TOLIHOTBI, PBOTHI, JMapeu, 3anopa, GapuHrura, BOCMNAJIEHHS CIM3UCTOM
00omoukM U cTomatuta. Jlpyrue HexenaresbHble SBIEHMS BKIOUYAIOT HEDPOTOKCHUHOCT,
MOBBILICHHBIA YPOBEHb aMHHOTpaHc(hepas, ajoneuuto, ycraaocTh, 00€3BOKUBAHUE, ChIlb,
nHpekumio/cencue u Hefiponaruio. Peako HabIiofaloTcs Takue ABIEHHMS, KAaK CHHAPOM
Crusenca-J[)kOHCOHA M TOKCHYECKHUIi SMHAepMaIbHBIH HEKPOJIH3.

HexenatenbHole sBieHHs NPUBENEHBI B COOTBETCTBMM C KJIaccaMd CHCTEM OpraHoB,
NpeACTAaBICHHBIMU B MEIMIMHCKOM clloBape Uit HOPMAaTHBHO-NMPABOBOi IEATEIbHOCTH
(MedDRA). B ka)a10M K1acce CHCTEMbI OPraHOB HeXeNaTeNbHble SBJEHHS pacrpee/eHbl U
MPECTaB/IEHBl MO YacTOTE Pa3BUTHA (HAYMHAs C CaMbIX YaCTbIX) M CTEMEHH THKECTH (B
Mopsiiike YObIBAHHUS CTEMEHH TSXKECTH): oueHb yacTbie (>1/10), yactbie (o1 >1/100 g0 <1/10),
Heyactble (oT 21/1000 no <1/100), peakue (ot >1/10000 mo <1/1000), oueHb pemkue
(<1/10000).

HexenartenbHbie ABJIEHUs, HaOIIOJABIIMECS B X04€ KJIMHUYECKUX HCCIEAOBAHUMN MNpHU

MOHOTEpanuy neMmerpekceaoM vy >5% mnauueHToB ¢ MECTHOPACHPOCTPAHEHHBIM HJIU

METAaCTaTUYCCKUM HEMEJIKOKICTOYHBIM PAKOM JIEFKOI0, paHEE MPOXOAUMBLIMX XUMHUOTEPAIHIO,

¢ nobaBnaeHreM (HONUEeBOM KUCIIOTI ¥ BUTAMUHA Bia:

Co  cmoponer  kposu  u  aumgamuveckoiu  cucmemvl:  OYEHb  4yacTo = —
HEHTPONEHHMS/TPaHYIOLIUTOTIEHHS, JIEHKONEH Usl, aHEMHUSI; 4ACTO — TPOMOOLIUTONEHHU .
/Kenyoouno-kuuteynvie Hapywlenusi: O4€Hb 4acTO - [Mapes, pBOTA, CTOMATHT/(apUHIUT,
TOLUHOTA, aHOPEKCHUS; 4acTo - 3arop.

Hapywenus co cmoponsr nevenu u dicenuegvi@00suux nymei: 4acto - NoBbILIEHHbIH YPOBEHb
AJIT, noBbimennslit yposeHb ACT.

Hapywenus co cmoponvl Kodicu u NOOKOJMCHbIX MKAHeu: OYeHb 4acTO - ChINb/LIETYIIEHHE;
4acTo - 3y[, aJomneyus.

Obwue napywenus u peakyuu 8 mecme 66e0eHus: O4EHb 4acTO - MOBBILIEHHAS YTOMJIAEMOCTb;
4acTo - IMXOpajKa.

Knunuyeckn 3HaumMmble Cllydan TOKCHMYHOCTH B COOTBETCTBMM ¢ OOLWIMMU KpUTEPUAMM
TOKCMYHOCTH HauMoHanbHOrO HMHCTUTYTa paka, 3aperucTpupoBaHHble y >1% u <5%
NauMeHTOB, BKIIOYAIOT: HMHpeKkuuto 06e3 HeirponeHuu, ¢eOpuiibHYI0 HEHTPONeHHIo,

aJUIEPrU4ecKyl0 peaKLHIo/TUIIepUyBCTBUTEBHOCT, MMOBBIIEHHBIN YPOBEHb KpeaTHMHWHA,



MOTOPHYIO HEHPONATHIO, CEHCOPHYIO HeHpomaTHio, MylbTHOPMHYIO dpuTeMy U 6OJb B
’KMBOTE.

KinvHuyeckn 3HauMMble Ccllydad TOKCMYHOCTM B COOTBETCTBUM ¢ OBLIMMH KpUTEPUSIMH
TOKCHYHOCTH HauMOHANbHOrO MHCTHTYTa paka, 3aperMcTpUpoBaHHble y <1% MalUeHTOB,
BKJIOYAKOT HA/DKENTYJOUKOBYIO apUTMHMIO.

HexenartenbHele ABJI€HUA, HaOJOAaBlUMECs B X0A€ KIMHUYECKUX MCCAECAOBAHUN TMpH

NPUMEHEHUU TMEMETpeKceaa B KOMOMHAUMHU ¢ UMCIUIATUHOM Y >5% malueHToB ¢

MCCTHOPACNIPOCTPAHEHHBIM MJM METACTATUYECKHUM HEMEJIKOKJIETOYHLIM PAKOM JIEFKOrO B

Ka4yeCTBE TepaANuu MEPBOM JIUHUHU ¢ N10OaBIIEHUEM Ct)OﬂPICBOFl KHCJIOTbI U BUTaMUHa B;:

Co cmoponsl  kpoeu u  numpamuueckoii cucmemvi: OYEHb HACTO -  AHEMMS,
HEHTPOIIEHHUS/TPaHyIOLUUTONEHUS, JIeHKOMEH s, TPOMOOLIUTOMEHHUS.

Hapywienus co cmoponst nepenoil cucmempl: 4acTO - CEHCOPHAs HEHpOMaTHs, HapylleHHe
BKYyca.

Kenyoouno-kuweunvie Hapywienus: OYeHb 4YaCTO - TOWIHOTA, PBOTA, AHOPEKCHs, 3arop,
CTOMATUT/(apuHTUT, JUApesi; YacTo - AUCTIENCUS/U3KOTa.

Hapywenusi co cmoponbl K0dCU U NOOKOJICHBIX MKaHell: OY4eHb YacTO - alOMNeLUs; Y4acTo -
ChIMNB/LLIENTy ILIEHHE.

Hapywenus co cmoponv: nouex u Mouesb16005ujux nymeii: 04€Hb 4acTo - MOBILIEHUE YPOBHS
KpeaTHHHUHA.

Obwue napywenus u peaxyuu 6 mecme 66e0eHus: OYEHb YACTO - MOBBILIEHHAS YTOMJISEMOCTb.

KinuHuyeckn 3HauMMble Cclydam TOKCHYHOCTH, 3aperMcTpupoBaHHble y >1% u <5%
NalMEHTOB, BKIOYAOT: noBbilieHke ypoBHs ACT, nosbiwenue yposHs AJIT, undexuuto,
(beOpuibHYIO HEHTPOMEHMIO, MOYEUHYI0 HENOCTATOYHOCTh, MHPEKCHIO, 00E3BOXKHMBaHME,
KOHBIOHKTMBUT M CHHXXCHHE KIMpeHCa KpeaTMHMHA. KIMHUYeCKHW 3HauyuMble Cliyuyau
TOKCHYHOCTH, 3aperucTpupoBaHHbie y <1% NaUuMEHTOB, BKIIOYAIOT MOBbILLIEHHE YPOBHS
ramma-riyramuitpancdepasel (I1T), 6o1b B rpyau, apuTMHIO U MOTOPHYIO HEHPOMATHIO.
KiMHM4ecKn 3HauMMble Caydad TOKCHYHOCTH OBUIM CXOKMMM Y MAaLMEHTOB MYKCKOFO M
’KEHCKOro noJja.

HexenaTtenbHble sBJIEHHS, HabaronaBLIMeCs B XO0J€ KJIMHUYECKHUX UCCIEIOBAHUMN _TpH

MOHOTEpanuu NEMETPEKCEAOM B Kaue€CTBE MOAJEPKUBAIOLLIECH Tepanuu v >5% nauueHToB ¢

MECTHOPACIPOCTPAHEHHBIM HJIM METACTATUYECKUM HEMEJKOKJIETOYHLIM pPAaKOM JIETKOIO C

OTCYTCTBMEM IPOrPECCHPOBAHUA [10CJIE€ NEPBOM JMHMM TEpallMM Ha OCHOBE I[IpenapaTroB

IUIATUHBI ¢ J00aBIEHUEM (bOHHCBOf;I KUCJIOTBl U BUTaMUHa Bia:
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Hapywenus. co cmoponst Kposu u numgpamuueckoti cucmemst: O4€Hb 4acTO - AHEMMSI; 4aCTo -
JIEUKOIEHHS, HEUTPONIEHU L.

Hapywenus co cmoponsr HepeHOll cucmempl: 4aCTO - CEHCOPHAs HEHponaTHs.
Kenyoouno-kuweunvle Hapywienus: oueHb 4acTO - TOLUHOTA, AHOPEKCHS; YacTO - PBOTA,
BOCHAJIEHHE CIM3UCTOM 000JI0YKH/CTOMATHT.

Hapywenus co cmoponst nevenu u jcenueabigo0syux nymeii: 4acTo - MOBbILIEHHbIH YPOBEHb
AJIT, noBbiienHslit yposers ACT.

Hapywenus co cmoponst kodicu u NOOKOJCHBIX MKAHE: HACTO - ChiMb/lIeNyLIEHHE.

Obwue napywenus u peaxyuu  mecme 66edenus: O4€Hb YacTO - MOBbIIEHHAS YTOMISEMOCT;
4acTo - 60J1b, OTEK.

Hapywenusi co cmoponsl nouex u mouesbigo0siuyux nymeii: 4acTo - HapyIIEHUs CO CTOPOHBI
MOY€K, 8 UMEHHO, MOBBILICHNE YPOBHS KPEaTMHWHA B CHIBOPOTKE KPOBU, CHHUIKEHHE CKOPOCTH
K1yOOYKOBOH (puIbTpaLMK, MOYeUHas HEAOCTATOYHOCTb M MPOYME HAPYUIEHHS CO CTOPOHbI
MOYEeK/MOYEIOIOBON CUCTEMBI.

KinHuyeckn 3HauyMMble Clyyau TOKCHYHOCTH B COOTBETCTBUM ¢ OBUIMMHM KpUTEPUSMHU
TOKCHYHOCTH HalMOHATIBHOrO HMHCTHTYTAa paka, 3aperucTpupoBaHHbie y >1% u <5%
NMAalMEHTOB, BKIOYAIOT (eOPUIIBbHYIO HEHTPONMEHMIO, WH(EKLMIO, MOHMKEHHBIH YPOBEHb
TPOMOOLIMTOB, 3amop, anoneuuio, 3y, JHXOpaaky (MpM OTCYTCTBMM HEHTPOTeHHH),
3a00/IeBaHMs MOBEPXHOCTHBIX TKaHe# riaza (BK/IHOYAs KOHBIOHKTMUBHMT), MOBbILIEHHOE
CIIE300T/I€/IEHHE, FOJIOBOKPY)KEHHE U MOTOPHYIO HEMPOMATHIO.

KivHuyecky 3HauMMble Cilyyau TOKCHYHOCTH B COOTBETCTBUM ¢ OOLMMM KpUTEPHAMMU
TOKCMYHOCTH HalMOHAIbHOrO MHCTHTYTa paka, 3aperucTpupoBaHHble y <1% MalMeHTOB,
BKJIIOYAIOT aJlJIEPrUYECcKyt0 peaKLuio/THNepUyBCTBUTENBHOCTD, MYJIbTH(HOPMHYIO 3pUTEMY,
Ha/DKEJTYZI0YKOBYIO apUTMHIO U JIEFOYHYIO IMOOJIHIO.

HexenartenbHble sBICHUS, HabaroaaBIIMecs B X0J€ KIUHUYECKUX MCCIEA0BAHUMN MNpHU

NPUMEHEHUU TEeMeTpeKcena B KOMOMHAUMM ¢ UMCIIATUHOM y >5% nauueHToB O

3JIOKQYECTBEHHOW ME30TEJIMOMOM MJIEBPhl, paHEe HE MPOXOAMBIIUX KYpC XUMHOTEpPAIIu, C

nobapneHueM GoaueBoi KUCIOTHI U BUTaMKHa Ba:

Co  cmoponer  kpoeu — u  numgpamuyeckou  cucmemvi:  OYEHb  4acTo -
HEHTPONEHUA/TPaHyIOLUTONECHUS, ISHKONEH s, aHEMUS, TPOMOOLIMTONEH UL,

Hapyuenus co cTopoHsl 0OMeHa BELIECTB U MMUTAHUS: YaCTO - 00€3BOKHUBAHHE.

HapyiueHus co CTOpOHbI HEPBHOM CUCTEMBI: OU€Hb YaCTO - CEHCOpPHAsl HeWponaTus; 4acTo

- HapyLIEHHUE BKyca.

Hapymesz CO CMOPOHbL Op2aHO6 3peHUA: 4aCTO - KOHbKOHKTUBHUT.
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JKenyoouno-xuweunvie napywienus: O4eHb 4acTO - auapes, PBOTA, CTOMATUT/DAPUHIUT,
TOLIHOTA, aHOPEKCHS, 3aM0p; YacTO - TUCIETNCHS.

Hapywenus co cmopomnul kodcu u NOOKONCHbIX mMKaHeii: O4EHb 4acTo - ChlMb, ATOMELHS.
Hapywenus co cmoponbt novex u mo4ebl800aujux nymeti: O4€Hb 4acTo - MOBBIILIEHUE YPOBHS
KpeaTHHHHA, CHIKEHUE KJIMPEHCa KpeaTHHHUHA.

Obwue napywenus u peakyuu 6 mecme 66edeHus:: O4€Hb YacTO - MOBBIIEHHAS YTOMIISEMOCTb.
KinuHuyecku 3HauMMble Cilyyau TOKCHYHOCTH B COOTBETCTBMM ¢ OOLIMMM KpPUTEPHUAMHU
TOKCMYHOCTH HalMOHANBHOrO MHCTUTYTa paka, 3aperucTpupoBaHHbie y >1% u <5%
NalKMEHTOB, BKJIKOYAIOT: MOYEUHYIO HEJOCTATOYHOCTb, MHMEKLMIO, MUPEKCHIO, HeOPUITBHYIO
HeliTponeHuto, nosbleHHbld ypoenb ACT, AJIT u I'T'T, kpanuHuly W Goiab B rpyau.
KinHuyeckn 3HauyMMble Clyyam TOKCHYHOCTH B COOTBETCTBUM ¢ OBGUIMMM KPUTEPUSIMHU
TOKCMYHOCTH HalMOHANIbHOrO MHCTUTYTa paka, 3aperucTpupoBaHHbie y <1% MalMeHTOB,
BKJIOYAIOT apDUTMHMIO U MOTOPHYIO HEMpPOMaTHio.

CepbesHble  CEpAEUHO-COCYAUCTbIE M LEPeOpPOBACKY/ISPHBIE HEXENaTelbHble SIBICHUSA,
BKJIIOYasi HH(ApKT MHOKap/a, CTEHOKAPAHIO, OCTPOE HapyIEHHe MO3rOBOrO KpOBOOGPALLEH st
M TPaH3UTOPHYK MILIEMHMYECKYIO araKy, HaOJI0JaJuCh HEYacTO B XOJ€ KJIMHHUYECKHX
MCCIE0BaHUI TMeMeTpeKcena, OOBIMHO TMpPU MPUMEHEHMM B KOMOMHALMM C JAPYrUM
LMTOTOKCUYECKUM MpenapaTrom, MpH 3TOM B OCHOBHOM Y MAaLMEHTOB ¢ (HaKTOpamu pHcKa
CEPAECUYHO-COCYAUCTBIX 3a00JIEBAaHUA.

Tarxoke B X0/1€ KJIMHMYECKUX UCCIIENOBAHUIM HEYACTO COOOLIANOCH O CYYasX: MaHLUUTONEHHH;
a30aruta/nyyeBoro 330harura; Koiuta (B TOM YMCJE KMIIEYHOrO M  PEKTalibHOrO
KPOBOTEYEHHs, HHOT/Ia C JIETA/IbHBIM MCXO10M, Nepopalivy KUILICYHUKA, HEKPO3a KMILLIEYHHKA
¥ TU(JINTA); MHTEPCTHLMATIBHOTO THEBMOHMTA C [bIXaTeNbHOM HEA0CTATOYHOCTbIO, MHOT/IA C
JIETaJIbHBIM UCXOZ10M; OTEKOB.

B peaxux ciydasx oTMeuanoch pa3BUTHE renaTura, MOTEHLHATBLHO TSHKENO0H CTENeH .

Yacto Habatoaanock pa3BUTHE CencKca, MHOT/A C JI€TalbHbIM HCXOA0M.

[IoCTMapKeTUHIOBbIE JaHHbIE:

Heuyacro - octpas mnouyeuHas HEJOCTAaTOMHOCTh (NPH MPUMEHEHHM [EMETPEKCceaa B
MOHOTEpANy1M ¥ B KOMOMHALIMY C IPYTMMH XUMUOTEPANeBTHYECKMMHU Tpernaparamu), 1y4eBoii
MHEBMOHMT (y MaLIMEHTOB, MOJYYaBILIUX PaJUOTEPAIUIO 10, BO BPEMS MIIM 110C/IE IPUMEHEH S
neMeTpekcena), nepupepuueckas MLIEMHUs, B HEKOTOPbIX CilydasX C pa3sBUTHEM HEKPO3a
KOHEYHOCTH;

peiKo - y MalMEHTOB, PaHEe MOJIyYaBLIMX JYUYEBYIO TEpanuio, OTMEYalUCh Cydyan peLuanBa
noOOYHBIX SBIEHUHM sy4deBoil Tepanuu (cM. paszgen «OcoOble yKazaHMsi»); TakKke OblLIW

3aperUCTpUpPOBaAHbI  Clly4dyau 6y.ﬂﬂe3HOI‘O COCTOSAHHA, BKJIHOYAOUIUE CHHAPOM CTHBeHCca-
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JKOHCOHA ¥ TOKCHMYECKMH 3MUAepPMasIbHbIi HEKPOJIN3, B HEKOTOPBIX CIydasX C JIETalbHbIM
MCXOJIOM;  PEIKO  COOOWI@noch O  ClydasX  pasBUTHS  MMMYHO-OMOCPEIOBAHHOM
IeMOJIMTHYECKON aHEMUH, aHA(UIAKTUYECKOTO 1I0Ka.

C HeycTaHOBJIEHHOH YaCTOTON COOOILAOCH O CilyyYasiX SPUTEMATO3HOrO OTEKAa, B OCHOBHOM
HWKHUX KOHEYHOCTEH, a TakKe 0 CiiyyasX He(pOreHHOro HecaxapHoro auaberta U HeKpo3a
MOYEYHBIX KaHAJbLIEB.

IlepenozupoBka

3aperuCcTpUpOBaHHbIE CHMMITOMBI TMEPEIO3UPOBKK BKIIOUAIM HEHTPONEHHIO, AHEMHIO,
TPOMOOLIMTONEHHIO, BOCTIANIEHHE CITU3UCTON 000I0UKH, CEHCOPHYIO OIMHERPONATHIO U ChIMb.
Oxu1aeMble 0CIOKHEHHS NMEPeIO3MPOBKH BKJIIOUAIOT MOAaBIeHHe GYHKIMH KOCTHOrO MO3ra,
NPOSABIISAIOLIEECS HEHTpONEeHHeH, TpomOounToneHue u anemueit. Takxke MoryT HabaOaTHCS
NpUCOeIMHEHHE HHPEKLMI ¢ TMXopaaKoi nin 6e3 nuxopaaku, adapes W (Wau) BOCMaleHUe
CJIM3UCTOM 000I0UKH.

B ciyyae noaospeHus Ha mepefo3MpoBKY Mpernapara CledyeT peryjisipHo KOHTPOJIMPOBATH
o0wui aHanu3 KpoBu. JleyueHne - CUMNTOMATHYECKOE, BKIIOYAs HEMEMIEHHOE NMPUMEHEHHE
Kanpuus GposuHara.

B3aumopeiicTBHe ¢ APYrHMH JIeKAPCTBEHHBIMH CPEACTBAMHU

[lemeTpekceq B OCHOBHOM BBIBOAMTCS B HEM3MEHEHHOM BHJE TMMOYKaMM [OCPEACTBOM
KaHaJIbLIEBOM CEKPEUMH M, B MEHbLUEH CTEMNEHH, MOCPEACTBOM KiyOOUKOBOH (ubTpaLivu.
CoBmecTHOE  mpHMEHEHME ¢  HeppPOTOKCHYHBIMM  TMpernapaTtaMud  (TaKUMH,  Kak
aMHUHOTJIMKO3HU/IbI, TIETJIEBBIE» AUYPETHKH, NIATUHOCOAEPIKALLUE MPernapaThl, LMKIOCTOPHH)
MOXET TPHUBECTH K CHHKEHHMIO KiupeHca nemerpekcena. Creayer ¢ OCTOPOXKHOCTBIO
NPUMEHATH TaKWe IMpernapatel B KOMOMHALMU C MNEMETPEeKCeaAOM, MpHU HeoOXOAMMOCTH
TLIATEJIbHO CJIEAUTD 338 KIMPEHCOM KpeaTHHMHA.

CoBMeCTHOE TNpPUMEHEHHE MpEenapaTtoB, KOTOpble TaKXkKe BbIBOAATCS  [OCPEACTBOM
KaHajbLEBOW cekpeuuu (Hanpumep, npoOeHeuua, MNEeHULMIIMH), MOXET TPUBECTH K
CHWXKEHHUIO KJIMpeHca nemetpekcena. Crneayer ¢ OCTOPOXKHOCTBIO MPUMEHSTH TaKue
npenapatbl B KOMOMHALMU C NEMETPEKCE0M, NPU HEOOXOAMMOCTH TILATEIbHO CJEAMTH 3a
KJIMPEHCOM KpeaTUHHUHA.

VYV nauueHTOoB ¢ HOpMainbHOW (yHKUMEH mnouek (KIuMpeHc KpeaTuHuHa >80 MJI/MHH)
NPUMEHEHHE HECTEPOUAHBIX MPOTUBOBOCTATUTENbHBIX penapatos (HITBIT) B Bbicokux no3ax
(Hanpumep, ubynpodena >1600 Mr/cyTku MM aleTHUICATHLMIOBOW KUCIOThI >1,3 r/CyTKH)
MOXET MPUBECTH K CHUIKEHHUIO KIIMPEHCA NEMETPEKCe1a U, KaK CII€ACTBHE, MOBBICUTb YaCTOTY

HEXEJATEebHbIX SBJICHUH npu NpUMEHECHHU TMEMETPEKCEIA. CnenyeT C OCTOPOXHOCTBIO
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npumensts HIIBIT B BBICOKMX 103aX OJHOBPEMEHHO C MEMETPEKCENOM Y MALUEHTOB C
HOpMaIbHOM (yHKLMEH mouek (KIupeHe KpeaTuHuHa >80 M1/MHUH).

Y NauMeHToB ¢ MOYEYHOH HEOCTATOUHOCTBIO JIEFKOW WM YMEPEHHOH cTeneHn (KIMpeHc
KpeaTuHuHa OT 45 10 79 Ma/MMH) cnesyeT u3beraTb OJAHOBPEMEHHOTO MNPUMEHEHMUS
nemerpekcena ¢ HIIBIT B BeicokMX 103aX B TeueHWe ABYX /HEH mnepea npuMeHeHHUeMm
NEMETPEKCENA, B IEHb IPUMEHEHHUS U B TEYEHHUE ABYX JHEH MOCIie IPUMEHEHUs NeMeTpeKcena
(cm. paznen «Ocobble ykazaHusy).

BBy oTCyTCTBUS NaHHBIX O BO3MOXKHOM B3aUMOZEHCTBUM MeX 1y nemerpekcenom 1 HITBIT
C IUIMTENbHBIM MEPHUOJOM TOJYBbIBEACHHUS, TAKUMHM KaK MUPOKCHKAM WM PO(EKOKCHO,
OJIHOBPEMEHHOE NMPUMEHEHHE 3THX IPENapaToB ¢ MEMETPEKCEOM Y MALMEHTOB C MOYEYHOM
HEI0CTATOYHOCTBIO JIEKOW WM YMEPEHHOW CTENEeHW CledyeT MPEeKpaTHThb Ha CJAeNYHOLIMit
NEPUOJ BPEMEHU: KaK MUHUMYM NATh AHEH 10 BBEAEHHUS MEMETPEKCe1a, B J€Hb BBEACHHUS U B
TEYEHHE KaK MMUHUMYM JBYX JHEH mocie BBeAeHMs nemerpekcena (cm. paszaen «Ocobble
ykasanus»). Ecin tpeGyetcs coBmectHoe npumenenne HITBIT u nemeTpekcena, y nauueHToB
AOJDKEH TPOBOJAMTBCA  CTPOTMi MOHMTOPUHI  TMPOSIBIEHUM TOKCMYHOCTH, OCOOEHHO
MHEIOCYNPECCUH U TOKCHYHOCTH CO CTOPOHBI JKETYJOYHO-KMILIEYHOTO TPaKTa.

[Temerpekcen moaBepraeTcs OrpaHMuYeHHOMY MeTaboNM3My B MeyeHH. Pe3yabTarhl
UCC/ICA0OBAHUI in Vifro ¢ NMPUMEHEHHEM MMKPOCOM [€YE€HHM YENOBEKa MOKa3ald, YTO He
OXMJACTCS KJIMHUYECKH 3HAYMMOIro MHIMOMpPOBAHUS TMEMETPEKCEOM MeTaboJUuYecKoro
KJIMpeHCa MpenaparoB, KoTtopeie merabonusupyrorcess uzodpepmentamu CYP3A, CYP2D6,
CYP2C9, CYP1A2.

B3aumoeicTBus, obuiue ajs HUUTOTOKCUYECKHUX MpErnapaToB

M3-3a  BeicOKOro pucka TpombooOpa3zoBaHMs y MALMEHTOB C OHKOJOTMYECKUMH
3a00/1EBAHMAMM YACTO MPOBOJANTCS AHTUKOATYJISILIMOHHAs Teparnusi. BbicoKas MHAMBULYaNbHas
BapuabebHOCTh COCTOSHMS CBEPTHIBAIOLUECH CHCTEMbl KPOBH B TeueHHe 3abo/neBaHUs M
BO3MOXXHOCTb ~ B3aMMOJEWCTBMA  MEXAY  MNEpOpabHbIMH  aHTUKOAryJIsiHTamMu W
MPOTHUBOOIYXO0JIEBONH XUMHOTEpanuel TpeOyroT MOBBIIIEHHOM YacTOThl MOHUTOpUHra MHO
(MeX1yHapOJHOE HOPMAlM30BaHHOE OTHOILIEHHE), €C/IH MPUHUMAETCS PEILEHHE O JIEUEHHH
MaluMeHTa MNepopajbHbIMU aHTUKOATYITHTaMH.

IIpomugonokazano ooHospemennoe npumeHeHue: BaKLIMHA NPOTHB XKEJITOM JTMXOPaJKU BBUIY
pHCKa TIeHEepaJM30BaHHOW BaKLMHAIbHONH OOJE3HM C JeTalbHBIM HMCXOAOM (CM. pasael
«[IpoTuBoOnOKazaHus»).

He pexomendyemcs 00Ho8pemenHoe npumeHeHue: )KUBbIe aTTEHYUPOBAHHbIE BaKL[MHbI (KpOME
BaKLMHBl [POTHUB KEJITOW JIMXOPaAKH, € KOTOPOH OJHOBPEMEHHOE MpUMEHEHHE

npomsonoxa3aﬂo) BBUAY pHUCKA CHUCTEMHOIO 3a00J1eBaHUSl C BO3MOXKHBLIM JI€TabHbIM
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MCXOIOM. PHCK MOBBIIACTCS y MALMEHTOB ¢ yxKe UMEIoLIeics UMMYHOCYNpECCHEeH M3-3a HX
(onoBoro 3aboneBanus. Cieayer npuUMeHsTh MHAKTHUBUPOBAHHbIE BAKLHWHbBI, €CJIM TAKOBbIE
CYLIECTBYIOT (MOJIMOMHENHT) (cM. paszen «Ocobble ykazaHus»).

DapMakOKMHETHKA NEMETPEKCEa HE U3MEHSETCS MPH NPUMEHEHUH C donueBoit KucaoTOM
NepopasibHO, BUTAMUHOM Bi2 BHYTPUMBILIEYUHO W NPH KOMOMHHPOBAHHOM MPUMEHEHHH C
LIMCIITATHHOM.

[lemeTpekcen HECOBMECTHM C PaCTBOPAMH, COAEPIKALNMHU KATbLIMIA, B TOM UMCIE ¢ pacTBOpoM
Punrepa nakrara u pactBopom Punrepa. B 0TCYTCTBHM MHBIX HCCIEA0BAHUI COBMECTHMOCTH
NMEMETPEKCE/1 HE CIENYET CMEIUMBATh C APYTMMH JIEKAPCTBEHHBIMM TIpenapaTamu.

OcoOble ykazauus

[lemeTpexkcen MOXeET MOA@BIATH (DYHKLMIO KOCTHOMO MO3ra, YTO npossisercs B (opme
HEHTPONeHUH, TPOMOOLMTONEHUN 1 aHeMUK (MM MAHUUTONEHHH) (cm. pazgen «IToGouHoe
AercTBHEY). Muenocynpeccus SBaSeTcs A030JUMUTHPYIOLLEH TOKCHUHOCTBIO neMeTpekcea.
[Tepen kaxabiM BBEEHHEM MeMeTpeKcena HeOOXOIMMO MPOBOANTL OOLIMIl aHAMN3 KPOBH C
MOACYETOM JIEHKOLMTApHOH (opMybl M uncaa TpomGouuToB. [TemeTpekcen He cienyet
MPUMEHSATL 110 TeX 10p, TMOKa abCONOTHOE YMCIO HEUTPOPUIOB HE JOCTHTHET
>1500 kaeTok/MM>, a umcio TpoMGoUUTOB - >100000 KneTok/MMm?. CHUIKEHME 103bI B HAYasie
OYEPEHOro LMK/IA OCHOBBIBAETCS HA HaMMEHbIIMX 3HaYeHUsX AYH, uucna TpoMGOLMTOB U
MaKCHMaJIbHOH HEreMaroJIOrMyecKoil TOKCHYHOCTH, KOTOpble HAabII0AaIUCh B MPEbIAYyLLEM
LMKIIe Tepanuu (CM. pazaen «Crnocob mpUMeHeHHUs U 103bI»).

B tex ciyuasx, koraa npoBoauniack npemeaukauus GpoaueBoil KUCIOTOM W BUTAMUHOM B2,
OTMEYAJIUCh MEHbIUAss TOKCMYHOCTb M CHW)KEHME YacTOTbl [EMAaTOJOTMYECKOM U
HEreMaTo/IorM4eCKOi TOKCHYHOCTH cTeneHu 3/4, Takoil Kak HeifTponenus, deSpunbHas
HeTponeHuss ¥ WH(eKuus ¢ HelTponeHueil crenenu 3/4. [TodTOMy BceX MALHEHTOB,
MPUHAMAIOIIMX TEPANUIO MEMETPEKCEI0M, Cile/lyeT NIPOUHCTPYKTHPOBATH 110 MOBOY NpHEMa
omnueBoit KMCIOTBI M BUTaMMHA By B KauecTBe MpouIaKTUUECKOH Mepbl /s CHHKEHHUS
TOKCHYHOCTH, CBA3aHHOM ¢ Tepanueit (cM. pazaen «Crnocob npuMeHeHUs 1 103b1»).

Y NauMeHTOB, HE MOJNYYaBIIMX NpPEMEAMKALMIO TIIIOKOKOPTHKOCTEPOUIOM, OTMEYanuch
KOXHbIe peakuuu. [IpemMenvkaums nekcaMeTasoHOM (MM SKBMBAJIEHTHBIM [penapaTtom)
MOXET CHM3UTh YacTOTy M CTENEHb TAXKECTH KOXHBIX peakuuit (cMm. pasgen «Crnocob
NPUMEHEHHUS U J103bI»).

BbUIO M3yYyeHO HENOCTATOYHOE KONMYECTBO MALMEHTOB € KIMPEHCOM KpeaTHMHMHA HHIKe
45 ma/mun. TlosToMy npuMeHeHHe MeMmeTpeKceaa y MauMeHTOB ¢ KIMPEHCOM KpeaTHHHHA
<45 mn/mMuH  He pekoMenayercs (cMm. pasgen «Cnocob npUMEHeHMss M 403bI» W

«[TpoTuBonoxaszanusy).
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Y NauMeHTOB € MOYEYHOH HEAOCTATOYHOCTHIO JIEFKOHW WK YMEPEHHOH cTeneHu (KIMpeHc
KpeaTuHMHa OT 45 10 79 ma/mMuH) cnegyer usberaTb npumenenuss HIIBIT, Takux Kak
ubynpoden u aueruiacanuuuiosas kuciaora (>1,3 I/CYTKHM), B TEYEHHE [ABYX AHEH nepen
PUMCHCHHUEM NMEMETPEKCENIA, B IEHD IPUMEHEHHUS U B TEUEHHE ABYX JHEH M0C/€e NPUMEHEHHUS
nemeTpekcesa (cM. paszien «B3zauMoaeicTBIE ¢ APYTHUMH JIEKapCTBEHHBIMH CpEACTBAMMY).

Y NauMeHToB C MOYEYHOM HEJOCTATOYHOCTHIO JIEMKOW WM YMEPEHHOH CTEMeH, KOTOPbIM
NOKa3aHa Tepanus mnemerpekcenoM, mnpumenene HIIBIT ¢ gnurtenshsiM  nepuogom
TOJNYBBIBEACHUS JO/KHO OBbITh MpPEKpaLEHO KaK MMHMMYM 3a MSTh AHEH 10 BBEIEHHS
NEMETPEKCENa, B J€Hb BBEIACHHMS M B TEUEHHWE KAaK MUHUMYM JBYX AHEH Mocje BBeAEHMS
nemeTpexcena (cM. pasaen «B3aumozaencTBue ¢ ApyrumMu eKkapcTBEHHBIMMU CPEACTBAMMY).
IIpu MoHOTEepanuu nemeTpekcesoM WM MPU ero NPUMEHEHUH B KOMOMHALMM C APYTUMHU
XMMHOTEpANeBTH4ECKUMHU NpEnapaTaMi OTMEYAIUCh CEPhE3HBIE SIBJIEHMS CO CTOPOHBI MOYEK,
B TOM 4HCJIe OCTPast MOYEYHas HEIOCTATOYHOCTh. [IpH 3TOM y MHOIHMX MaUMEHTOB, Y KOTOPBIX
OHM HabJIIOATUCH, GbUTH GAaKTOPBI PUCKA PA3BUTHS ABIEHHI CO CTOPOHbI NOYEK, B TOM YHCIIe
00€3BOKMBAHME WM YK€ MMEIOIIMECS TUnepTeHsus unM  aumaber. CoracHo
MOCTMApKETHHIOBBIM JAHHBIM, ITPH MPUMEHEHNH IEMETPEKCE/IA B KAYECTBE MOHOTEPANUH WU
B KOMOMHALMK C IPYTMMH XMMHOTEPANIEBTUYECKMMHU TTPENapaTaMi TakKe OTMEUaTUCh cilyyau
pa3BUTHS HE(POTreHHOTO HecaXxapHOro auaGeTa M HEKpPO3a [MOYEUHBIX KaHAJIbIEB.
boNbIIMHCTBO clyyaeB paspelnanuch Mocie MPeKpalleHns MpPUMEHEHHs neMeTpeKceaa.
Heobxoa1uM perynsipHbiit KOHTPOIIb 33 COCTOSHHEM MALMEHTOB Ha MPEAMET Pa3BUTHS 0CTpPOro
TyOY/ISIPHOTO HEKPO3a, CHIDKEHUS YHKLMU MOYEK U NPU3HAKOB M CUMIITOMOB HedporeHHoOro
HecaxapHoro auabera (Hanpumep, rNepHaTPUEMHUH ).

BiusiHue TkaHeBO# XUMAKOCTH, HAaNPUMEP, MIIEBPATLHOrO BbIMOTA MM ACLIMTa, HA AeHCTBUE
NEMETPEKCEa 10 KOHLA He Onpe/ieieH0. B Xo1e KIMHUYECKHUX UCC/IE0BAHMH Y MALIUEHTOB C
COJIMAHBIMU OMYXOJIIMU YCTOWYMBOE CKOMJIEHUE TKAHEBOM KUIKOCTH HE OKA3bIBAIO BIIMSHUS
Ha NJIa3MEHH Y0 KOHLEHTPALIMIO MJIM KIIMPEHC NEMETPEKCce/1a M0 CPaBHEHHIO ¢ nalueHTamu 6e3
CKOTUIEHMS TKaHEBOM JKMAKOCTH. Takum o6pasom, cleayer paccMOTPETb BO3MOXHOCTb
APEHUPOBAHHSA CKOMMBILCHCS KUAKOCTH MEpe]l HauyaloM Teparnuu MeMETPeKCea0M, OJHAKO,
OHO MOXET HE MOHA00UThCS.

BBuy Kenyn04HO-KMIIEYHOM TOKCHYHOCTH TIEMETPEKCE1a, MPUMEHSIEMOro B KOMOHHALIMH C
LMCILIATHHOM, HabJIIOAAIoCh CulbHOE 06e3BoXKKBaHKe. [launenTam J0/KHa GbITh POBEAEHA
MPOTUBOPBOTHAsA Tepamus, a Takke obecrneyeHa ajeKBaTHas IMApartalds 10 W/WIM Mocie
TepanuH.

CepbesHble cepeuHO-COCYAMCThIE HEeXKeaTe bHbIE SBIEHNS, B TOM YHC/Ie HHApKT MHOKap/a

A HapymeHHUE MO3roBOI0 KpOBOO6pallleHl/lﬂ, Ha6monam»be HEYAaCTO B XOAE€ KJIIMHHUYECKUX
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HCCIENOBAHUH IEMETPEeKCeNa, KaK MPABMIO, NP MPUMEHEHHH B KOMOMHALMH C Apyrum
UHTOTOKCHYECKNM NpenapaToMm, MpH STOM B OCHOBHOM Y NaLMEHTOB ¢ (GOHOBBIMMU dakropamu
pHUCKa cepaeYHO-COCYAUCThIX 3aboneBanmii (cMm. pazaen «[lo6ouHoe AercTBUe»). [Tockoabky
COCTOAHME  MMMYHOCYNPECCHM  PacpOCTPAHEHO Y OHKOJOTMYECKMX MALMEHTOB, He
PEKOMEHIYETCsl  COMYTCTBYIOLIAs BAKUMHALIMS JKMBBIMH aTTEHYMPOBAHHBIMH BaKLMHAMM
(em. paznensr  «IIpoTHBonoKasauus» u «Bsaumomeiicteue ¢ APYTUMH  JIEKAPCTBEHHBIMH
CpENCTBaAMUY).

BBuny Toro, uto nemerpekcen MoxkeT BbI3bIBATH reHETHUYECKHe HapylEHHs, M0JOBO3pPEbIM
MYAHHHAM HE PEKOMEHYeTCSl CTAaHOBUTHCS OTLAMH HA MPOTSHKEHHH TEPANMU MeMeTPeKCe10M
M 110 6 MecsLeB nocie Hee. PeKoMeHyeTest HCmomb30BaTh HAAEKHbIE METO/bl KOHTpALENLIHH
WIA BO3AEPXKUBATBCSA OT MOJNOBOH JXKM3HM. BeneacTsume Toro, uto nemerTpekcen MoOeT
BbI3bIBATE HEOOpAaTHMOE GECIIONNE, My)KYMHAM PEKOMEH/YeTCs paccMOTpeTb BO3ZMOXHOCTh
COXpaHEeHHs CIIEPMBI 10 Hayasa Teparuu.

JKeHWHHBI B IETOPOHOM BO3pACTe N0JKHBI IPUMEHSTH HATEHKHbBIE METO/Ibl KOHTpaLENLH1H BO
BpEM: Tepanuu nemeTpexcenom (cMm. pasaen «[IpumeHenne npu GepeMeHHOCTH U B nepuos
TPYIHOrO BCKApMIIMBAHHUSI).

OtMeyanuce ciryuan j1y4eBoro NHEBMOHMUTA Y NALHEHTOB, MOJIy4aBILUHUX JIy4€BYIO TEparuio 110,
BO BPEMA WIIM MOCJIE TEpanuu nemeTpexceaoM. TakuM nauueHTam JOJKHO GbIThb yaeneHo
ocoboe BHUMaHHUE; cienyer C OCTOPOKHOCThBIO MPUMEHATD apyrue
panMoCeHCUOMITU3UPYIOLLKE TpenapaThl.

Y NauMeHToB, NPOXOAMBILUMX JIY4EBYIO TEPANMIO HECKONbKO Heaelb WM JeT Hazaj,
OTMEYaIUCh Clly4au peLnauBa NOOOUHbIX SBIEHUI Ty4eBOH TepanuHu.

[Ipenapar conepxut okosno 54 Mr Hatpus Ha drakoH ¢ nosupoBkoit 500 mr, u okosio 11 mr —
Ha (uakoH ¢ 103upoBkoit 100 Mr. DTO creayer y4UTHIBATH MpH IMETE C KOHTPOJIUPYEMbIM
YPOBHEM COAEPIKAHUS HATPHS.

Binsinue Ha cnocoGHOCTH yNpaB/IsiTh TPAHCIIOPTHLIMH CPEACTBAMH, MEXaHU3MAMH
BinsHne nemetpekcena Ha CrnocoGHOCTb YNpPaBIATH TPaHCIOPTHBIMK CpPEeACTBaMU He
usydanocb. OIHAKO OTMEYaloch, 4YTO MEMETPEKCEN MOXKET BbI3bIBATH MOBBILIEHHYIO
yromsemocTs. [ToaToMy naumeHTos, y KOTOpbIX HAGMIOAAETCSA MOBBILIEHHAS YTOMIAEMOCT,
CJACAYeT MpEeNOCTEPEYb OT YMNpPABJIECHWS TPAHCIOPTHBIMM CpeACTBAMM M paboThl ¢
MeXaHU3MaMHu.

®opma BblINycKa

JInopunusar ana npurorosneHns pacteopa ans uHdby3uit 100 mr, 500 mr.

Ilepsuunas ynaxosxa nexapcmeenno2o npenapama.
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[1o 100 mr, 500 mr nemeTpekceaa B cTeK/IsAHHbIE (IAKOHBI BMECTUMOCTBIO 10 M1 MK 50 Mt

n3

GecupeTHOro creksal rMAPONMTHYECKOrO Kiacca, repMETHYHO YKYNOPEHHbIE Pe3UHOBBIMM

HpO6KaMH, 00KaThIMH aTIFOMMHHUEBBIMU KOJIMaykaMu ¢ NpeaoXpaHUTEIbHbIMY I1J1aCTMACCOBbLIMU

Kpbiedkamu Tuna «flip-off». Ha kaxcapiit gakoH HakieMBaloOT STHKETKH.

Bmoputma;z YNAaKkoeKka 1ekapcmeenno2o npenapamd.

Ilo 1 ¢nakony ¢ npenapatom BMecTe ¢ MHCTPYKLMEH MO NPUMEHEHUIO MOMELLAIOT B nayky u3

KapToHa 1A MoTpebUTebCKO#H Taphl. [Tauku MOMEIAKOT B rpyNNOBYIO YNaKOBKY.

[1o 50 nan 100 pnakoHOB ¢ npenapaTom M paBHbIM KOJIHYECTBOM MHCTPYKLMIA MOMELLAOT B
KOpOOKY M3 KapTOHa C Meperopoikoii As moTpebUTeNbCKoi Tapbl (st cTauuoHapoB). Ha
KOPOOKY M3 KapTOHa HaKJIeMBAIOT 3THKeTKY. KOpoGKHM M3 KapTOHA MOMELLaloT B rpyMnoByro
YMaKOBKY.

YciaoBusi xpanenust

[Ipu Temneparype ne Boiwe 25 °C.

XpaHWUTb B HEIOCTYITHOM /15 IETE MecTe.

Cpoxk rogsoctu

3 ropa.

He vcnonp3oBaTh 1o HcTeueHMH CpoKa roJHOCTH.

YcaoBusi oTmycka

OrnyckatoT 1o peuenry.

IIpon3BoauTennb

AO «®apmacunte3-Hopa», Poceus.

FOpuouueckuii aopec: 194356, r. Caukr-IletepGypr, nopora B Kamenky, a. 74, nom. 1-H
Aopec npouseoocmeennoit nnowadxu. r. Cankr-Iletep6ypr, nopora B Kamenky, a. 74, nut A.
Biiagesaen perucrpaunonnoro yrocrosepenns/Opranuszanmsi, NpuHAMAOMAS 1PETEH3NHU
norpeduTeeii:

AO «Dapmacunre3-Hopa», Poccus,

194356, r. Cankr-Iletepbypr, nopora B Kamenky, 1. 74, nom. 1-H

Ten.: 8-800-100-1550

www.pharmasyntez.com

[IpeacraBurens

AO «®DapmacunTe3-Hopa» H.1IO. Manbix
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