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NHCTPYKLIUA
10 MEJUIITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

IHEMETPEKCEA-AEKO

PerncrpannoHnHblii HOMep:

Toprosoe naumenoBanmue: [lemerpekcen-/IEKO

MeskayHapoaHOe HeIATeHTOBAHHOE WJIHM I'PYNIIIHPOBOYHOE HAMMEHOBAHME: [IEMETPEKCE]]
JlekapcTBeHHas ¢opma: nrodunMsar JUisi OPUrOTOBICHHUS KOHLEHTpATa JAJsl NPUTOTOBIICHUS

pactBopa st UHPY3Hid

Cocras

1 ¢psrakon 100 Mr conep:kuT:

Oelicmsyloujee eujecmaeo.

neMeTpeKcen quHatpus rentaruapar - 139,8 mr, B nepecuere Ha nemerpekcen — 100,0 mr
8Ccnomozamenvhble 6euecmsa:

MaHHUTOJ -106,4 MT, XJIOPUCTOBOIOPOHOM KUCIOTHI pactBop 1 M — 1o pH 7,0

1 parakon 500 Mr conep:kut:

Oelicmsyloujee eujecmaeo.

neMeTpeKcel AMHaTpus renraruapar - 698,8 mr, B nepecyete Ha nemeTrpexcen — 500,0 mr
8cnomozamenvhble 6euecmsa:

MaHHUTON -500,0 M, XJIOPUCTOBOAOPOAHOM KHCHAO0THI pactBop | M — 1o pH 7,0

Onucanue. HOpI/ICTaH Macca OT OeIoro A0 CBETJIO-KCJITOIO HWJIHM CBCTIO-XKCIITOIO C

3CJICHOBATBIM OTTCHKOM IIBCTA

dapmakoTepaneBTudeckasi rpymnma. I[IpoTuBoOmyXoneBble CpPEACTBA; AHTHMETAOOUTHI,

aHajoru (OoIMEeBOMN KUCIOTHI.
Kon ATX: LO1BAO4

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuxa

[lemeTpekcen SBISETCST MHOTOLEIEBBIM IPOTUBOOIYXOJIEBBIM aHTH(OIATOM, KOTOPBIN
OKa3bIBAET CBOE JICHCTBHME MYyTEM HapYyIICHUS KIIOUEBBIX (POIAT-3aBUCHUMBIX META0OIMUYECKUX
IIPOLIECCOB, KPaliHE BaJKHBIX JJIS PEIUIMKALUU KIIETOK.

WccnenoBanus in VIitro mokasaiy, 4To meMeTpekcel BeeT ce0si Kak MHOTOLeNIeBOi aHTH(OIIAT,

UHTHOUPYS TUMHIATATCUHTA3Y (TS), auruapodoaTpeykrazy (DHFR),
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rmuHaMuApuoonykieoruapopmuarpanchepasy (GARFT), KoTOpbie SBISIOTCS KIOYCBBIMU
donar-3aBUCUMBIMU (pepMEHTaMU MTPU OUOCHHTE3€ TUMUIUHOBBIX U ITyPUHOBBIX HYKJICOTH]IOB.
[lemeTpekcen mocTymaeT B KJIETKHM C MOMOIIBIO MEPEHOCUYHKA BOCCTAHOBIEHHBIX (OJATOB U
MEMOpaHHBIX OEJKOBBIX (hOJIAT-CBA3BIBAIONINX TPAHCIOPTHBIX cucTeM. [loctymas B KIETKY,
nemMerpexces ObICTPO M APPEKTUBHO MPEBPAINACTCS B MOJUTIyTaMaTHbIe (GOPMBI C TOMOIIBIO
depmenta QonmunmonuriyramarcuuTeTasbl. [lonuriayramatHbele (OpMBI  33aJIepPKUBAIOTCS B
KJIETKaX W SABISAIOTCS Oonee MontHbiMH HHTHOUTOpamMu 1S u GARFT. [TonmurnyramuHupoBaHKe
— 9TO 3aBUCHMBIN OT BPEMEHHU M KOHIIEHTPAIIUHU MPOIIECC, KOTOPHII BCTPEUACTCS B OMYXOJIEBBIX
KJIETKaX M, B MEHBIICH CTENEHH, B HOPMAJBHBIX TKaHAX. Y METa0OJIUTOB, TMOJYyYEHHBIX B
MpoLecce TMONMUIITYTAMUHUPOBAHUS, YBEIHMYEH BHYTPUKICTOUYHBIH MNEPHOJ TMOTYBBIBEIACHHUS,
BCJIE/ICTBHE YETO YBEIMUMBACTCS JCWCTBUE MperapaTa B OIyXO0JIEBbIX KIETKaX.

[Tpy KOMOMHMPOBAHHOM MPUMCHEHHUHU IMMEMETPEKCEIa M MUCIUIATHHA B UCCACIOBAHUAX 1N Vitro
HAOJI0TAJICSI CHHEPTU3M ITPOTHUBOOITYXOJICBOTO JCHCTBUSL.

DapmaxokuHemuka

[TocTosHHBIA 00BEM pachpenelieHHs meMeTpekcena paseH 9 n/m?. MccienosaHus in Vitro
nmokasaiu, 4to okojo 81 % memeTpekcena cCBs3bIBaeTCsS C Oenkamu T1a3Mbl. HapyiieHue
(YHKIIUHM TTOYEK Pa3HOW CTENEeHU TSDKECTH HE OKa3bIBAJIO 3aMETHOTO BIUSHUS HA CBSI3BIBAHUE
neMeTpeKcea ¢ OelkaMu TIa3Mbl. [lemerpekce] OrpaHUYeHHO MOJABEpracTcss MeTaboIu3My B
MIEYCHU.

[TemeTpekcen B OCHOBHOM BBIBOAMTCS MOYkamu, mpu 3ToM oT 70 1m0 90 % BBeneHHOU H03BI
OOHapyXMBaeTCs B HEU3MEHHOM BHJE B TEUYCHHE IMEpBBIX 24 YacoB TMOCIE BBEICHUSA.
HccnenoBanust in VItro moka3splBalOT, 4YTO MEMETpeKcel akTUBHO cekperupyercs OAT3
(TIepeHOCYMKOM OpPTaHWYECKUX aHHUOHOB 3). Y MalUMEHTOB C HOpMalbHOW (DYHKIMEH MOYeK
(xmupeHc kpeaTuHHHa 90 MIJI/MUH) OOMIMI CHUCTEMHBIN KIMPEHC MeMeTpeKcela COCTaBIseT
91,8 mi/MHUH, TIEpHOJ TIOJYBBIBEJEHUS W3 IUIA3Mbl COCTaBisieT 3,5 yaca. MexmarueHTHas
BapuadeIbHOCTh KJIUpPEHca yMepeHHas, coctaBiusier 19,3 %. Ilmomane mox KpuBou
«xoHneHTpanus-speMs» (AUC) m MakcumalnbHas IJIa3MeHHas KOHIEHTpaIusl MeMeTpeKcena
YBEIMYUBAIOTCA  MPOMOPHUOHATEHO  103¢. (DapMakOoKMHETHKA TEeMETpPeKCea OCTaeTcs
HEU3MEHHOU B TCUCHHE HECKOIBKUX IIUKIIOB TEPAITHH.

OnHOBpEeMEHHOE BBEJCHUE IHMCIIATHHA HE OKa3bIBaeT BIMSHHE Ha (apMaKOKHHETHUCCKHC
cBoiicTBa memeTpekcena. I[IpumeHenune ¢GonrMeBoil KHCIOTHl TMEepopalbHO M BUTaMUHA Bi2

BHYTPHMBIIIEYHO HE BIMAJIO Ha (PApMaKOKMHETHKY MIEMETpeKcea.
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IToka3zanus k NPUMEHCHUIO

HeMenKkoKIeTOUHBIH paK JIETKOrO

[TemeTpekcen B KOMOMHAIIMK C LUCIUIATUHOM IOKa3aH Jid MEepBOM JTUHUKM Tepanuu MalieHTOB
C MECTHOPACHPOCTPAHEHHBIM  WJIA METACTaTUYECKUM HEMEJKOKJIETOYHBIM PAKOM JIETKOTO,
KpOME MPEUMYIIECTBEHHO TUIOCKOKIETOYHON THCTOJIOTUYECKON (POPMBL.

Ilemerpekcen B KauecTBE MOHOTEpPANMM IOKAa3aH g [OAJEPKUBAIOIIEH Tepanuu
MECTHOPACIIPOCTPAHEHHOTO WUJIM METACTATUYECKOIr0 HEMEJIKOKJIETOYHOIO paka JErkoro, Kpome
MPEUMYIIIECTBEHHO IJIOCKOKJIETOUYHON TMCTOJIOTHYECKON (DOpMBI, y MAlMEHTOB C OTCYTCTBHUEM
MIPOTPECCUPOBAHUSA M1OCIIE NIEPBOM JIMHUU TEPANIUHA HA OCHOBE NIPENAPATOB IIJIATUHBI.
Ilemerpekcen B KauecTBe MOHOTEpANMM IMOKA3aH JJisi BTOPOW JIMHUM TEpaAllMU y MHAIMEHTOB C
MECTHOPACIIPOCTPAHEHHBIM HJIM METACTATHUYECKUM HEMEJKOKIJIETOUHBIM PAKOM JIETKOTI0, KpoMe
MPEUMYIIIECTBEHHO TUIOCKOKIETOYHON THCTOIOTUICCKON (DOPMEL.

310Ka4eCTBEHHAS ME30TEIIMOMA HJICBPHBI

HeMeTpeKce;[ B KOM6I/IHaHI/II/I C NUCIUIATUHOM IIOKasaH A4 JICUHCHHA IIaUMCHTOB C
Hepe3eKTa6enLH0171 3J0KAYEeCTBEHHON ME30TeIIMOMOM IUICBPbI, paHEC HCE IPOXOAUBIINX KYpPC

XUMHOTCPAIINU.

IIpoTuBonoKa3anus

- TUNEPYYBCTBUTEIHHOCTh K IEMETPEKCeNy WM JI0O0OMY W3 BCIIOMOTAaTEIbHBIX BEIIECTB,
BXOJSIIEMY B COCTaB Ipernapara;

- Muenocynpeccus (abcomoTHOe umcno HeiTpodumo <I 500/mMM3, 4HCIO TPOMGOIHMTOB
<100 000/mm°);

- BBIP@KCHHAS [TOYSYHAsl HEIOCTATOUYHOCTh (KIMPEHC KpeaTuHuHA <45 Mi/MUH);

- OEpeMEHHOCTD U MEPHOJ I'PYIHOTO BCKAPMIIMBAHUS,

- IETCKUH BO3pacT (OTCYTCTBHE JaHHBIX MO 0€30MacHOCTU U d3PHEKTUBHOCTH);

- OJHOBPCMCHHOC MMPUMEHCHUEC C BaKHHHOﬁ ITIPOTHUB JKEITOM JUXOpaJaKu.

C 0CTOPOKHOCTHIO
- TIpu HapylIeHnHu QYHKIUU TIeUeHH,
- TIpU TSDKENBIX 3a00JIEBaHUAX CEPACUYHO-COCYIUCTOW CHUCTEMBI, B TOM 4YHCiIe WH(papKTe

MHOKapJia ¥ HapyIIeHUH MO3TOBOT'0 KPOBOOOpAIIEHHUS.

IIpumeHeHne npu 0epeMEHHOCTH U B IEPHOJ I'PYAHOI0 BCKAPMJIMBAHUA

KoHTpanenuus y My>K4iH M SKEHIITUH

HeMeTpeKce;[ MOZKCT BbI3bIBATb TCHCTUYCCKHUC HAPYUICHUS. )KCHIJ_II/IHBI B JACTOPOJHOM BO3paCTC
JOJIDKHBI  IIOJIB30BAThCsA 3(1)(1)CKTI/IBHBIMI/I MCTOJaMH  KOHTpauc€numuum B XOJAC TCpalnun

3
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IIEMETPEKCEIOM U B TeueHHE 6 MecsleB Iocie ee 3aBeplueHus. [lomoBo3pensiM MyXunHaM
ClleflyeT HCIOJb30BaTh HAAEKHbBIC CPEJICTBA KOHTPALEHIMM, TaK KaKk HE PEKOMEHIYeTCs
CTAaHOBUTHCS OTLIAMH Ha MPOTSKEHUM TEPAIIUM U 10 3 MECALEB TOCIe e€ 3aBepIIeHusl.
bepemennoctb

JlaHHbIE 1O TPUMEHEHHIO TNEeMeTpeKcena y OepeMEHHBIX IKEHIIMH OTCYTCTBYIOT, HO
OpearnonaraeTcsi, 4ro OH, KaKk U Jpyrue aHTHUMETaOOJMThl, MOXKET BBI3bIBAaTh CEpPhE3HBIE
BpPOXJIEHHbIE J1e(eKThl IPU NPUMEHEHHH BO BpeMs OepeMeHHOCTH. B uccienoBaHMAX Ha
YKUBOTHBIX Ha0JI0JAJI0Ch TOKCUYECKOE JICHCTBHE HA pENpOAyKTHBHYIO (yHKIHMIo0. [lemerpekcen-
JEKO He cnenyet npuMeHSTh BO BpeMsi OepeMeHHOCTH (cM. pazzaen «IIpoTuBonokasanus»).

I'pyaHo€ BCKapMJIMBaHUE

HeunsBecTHO, BBILAENAETCS JIM IEMETPEKCE] B I'PYJHOE MOJIOKO, TaK YTO HEJb3sl HCKIIOYUTH
HE)KeJaTeJIbHbIX peakiuil y rpynHoro pedenka. Bo Bpems tepanuu npenaparom [lemerpexcen-
JIEKO cnenyer npekpatuTh IpyiHOE BckapMiauBaHue (cM. pazzaen «[IporuBonokazanusy).

DdepTUabHOCTD

Bcnencrue TOro, 4Tro TCpaliud IICEMCTPCKCCIOM MOXKCET BbI3bIBATbH H606paTI/IMOC 6CCHJ'IO,Z[I/IG,
MYKYHUHaAM PEKOMCHAYCTCA paCCMOTPETh BO3MOXHOCTb COXpPAaHCHHUA CICPMBI J0 Ha4dajlia

Tepanuu.

Cnocod npuMeHeHHs U 103bl
Tepanus mpenapatom [lemerpekcen-JIEKO MoxeT mpoBOAUTHCS TOIBKO MO HAOIIOJACHHUEM
Bpaua, IMEIOIIET0 OMBIT MTPUMEHEHHUS TPOTUBOOITYXOJIEBBIX MTPEMapaTOB.

HCMCTDGKCGJI B KOM6I/IHaHI/II/I C NUCIIJIAaTHHOM

PexoMeHnoBaHHas no03a mpemapara Ilemerpekcen-JIEKO cocrasmser 500 mr/m?> B BHJIE
BHYTPUBEHHOM MH(}Y3UM B TeueHHe He MeHee 10 MMHYT B MepBbIN JAEHb KaXJ0ro 21-aHEBHOTO
LUKJIA.

PeKOMeHI0BaHHAS 7032 IMCIUIATHHA COCTABIAET 75 MI/M? B BHJE BHYTPUBEHHOW MH(Y3HH B
Te4eHue 2 4YacoB npumepHo depe3 30 MHUHYT Moclie 3aBeplieHuss MH(y3uM HeMeTpekcena B
NEPBBIN AEHb KaKJ0T0 21-1HEBHOTO LIUKJIA.

[lanpeHTaM J0JDKHA OBITh OpoBCACHA MNPOTUBOPBOTHAA TCpaluda, a TaKXC obecrneueHa

AJACKBaTHai ruapaTanuia a0 H/UIU 1OCHe BBCACHUA IMUCIIJIATHHA (TaK)Ke CIIEay€CT O6paTI/ITI)C$I K

HHCTPYKIUHU 110 MCAUITHMHCKOMY NPUMCHCHHNIO IUCIIATUHA C HEJIBIO MMOJTYYCHHA CHGHI/I(bI/I'-IeCKI/IX
pCKOMeHIlaI_[I/Iﬁ OTHOCHUTCIBHO I[OSI/IpOBaHI/IH).

Ilemerpekcen-JIEKO B kauecTBE MOHOTEPAITNHU

ﬂJ’IH NManuEHTOB C HEMCIIKOKIICTOYHBIM PAaKOM JICTKOI'O IMOCJIC XMMUOTEpAlIi PEKOMCHIOBAHHAs
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no3a npenapara Ilemerpekcen-JEKO coctapiser 500 mr/m? B Buje BHYTPUBEHHON HH(DY3UH B
TeueHue 10 MUHYT B IEpBbIN J€Hb KaX0T0 2 1-1HEBHOIO IUKJIA.

PexoMenmanuu nepen HavyajaoM npuMeHenus npenapara Ilemerpekcen-IEKO

Jl1s cHUKEHUST 4acTOThl BO3HUKHOBEHHMS! M CTEIEHU TSDKECTU KOXKHBIX peakUuil HEoOXOIUMO
IPUMEHSTH [NIIOKOKOPTUKOCTEPOUIbI 3a JI€Hb /10 BBE/ICHUS, B JIEHb BBEJCHUS U Ha CIIEAYIOIINN
JIeHb T0CIIe BBe/IeHUs eMeTpekcena. [ TIoKOKOPTUKOCTEPOH L 10JKEH ObITh SKBUBAJICHTEH 4 MI
JeKcaMeTa3oHa, MPUHUMAEMOT0 iepopajibHo 2 pasa B JeHb (cM. paznen «Ocolble yKa3aHus).
Jl1s CHMKEHUsT TOKCUYHOCTH IIpernapaTa HAalMeHThl, IOJYYarolUe TEPalui0 IEMETPEKCEOM,
JOJDKHBI  €KEJHEBHO TNPHHUMAThH Ipernaparbl (HOJMEBOW KHCIOTHI WM MYJBTUBUTAMUHBI C
conepskanueM ¢onueBoit kucaotsl (0T 350 1o 1000 mkr). Heo6xoauMo npuHATH MUHUMYM IATh
103 (oNIMeBOl KUCIOTHI B TEUEHUE CEMHU JTHEH Tepe]] IEpBbIM BBeJIeHUEM niemeTpekcena. [Ipuem
JOJDKEH TMPOJOJDKAThCA HA MPOTSHKEHUM BCEr0 Kypca TepalnuM MEMETPEKCEAOM, a TaKKe B
TeueHue 21 1mHS moOcne TOCJEeIHETr0 BBEIEHUs MeMmeTpekcena. B 7-aHEBHBIN Tepuona mepen
IIEPBBIM BBEJICHUEM IIEMETpEeKcea MaleHTy HEOOXOAMMO BBECTU OJIHY BHYTPUMBILICUYHYIO
uHbeKnuio BuTamMuHa Bio (1000 MKr), mamee — Mo OJHOM HMHBEKIIMM KaKIble TPU IHMKJIA.
[Tocnenyromme MHBEKIMHM BUTAaMHHAa Bi2 MOryT OBITH BBINOJHEHBI B TOT XK€ JI€Hb, YTO H
BBEJICHUE MIEMETPEKCEa.

HabGmonenue

[lepen kaxaplM BBEJACHHMEM IE€METpeKcela HEOOXOJUMO TPOBOJAUTH MOHUTOPHUHI BCeEX
NalMEeHTOB, KOTOPBIN BKIIOYaeT B ceOs OOLIMIl aHaIM3 KPOBM C JIGHKOLMTApHOH (dopMysoi u
onpezeneHueM uduciaa TpoMOonuToB. g oneHKH (YHKIUU MOYEK U MEYEHU Mepes KaxKIbIM
BBEJICHUEM I[I€METpeKcea HEeoO0XOAMMO BBINOJHUTh OMOXMMHUYECKUIl aHanu3 KpoBu. [lepen
HAyaJioM KaXJIOro IHMKJIa XUMHOTEpanuy y MNalMEeHTOB JOJDKHBI HAONIONAThCS CIIEAYIOLIHNE
nokasatenu: abCcomoTHOE ucao Heiirpodunos (AUH) >1500 xretok/mMm®; unciio TpoMGOIUTOB
>100 000 xneTok/mMMS. KimpeHe KpeaTHHHMHA JIOIDKEH COCTABIATH >45 Mi/mMuH. KoHIeHTparms
oOuiero OmnupyOrHa nomkHa ObITh B < 1,5 pa3a ot BepxHel rpanuiisl Hopmbsl (BI'H). Yposenb
menounoit  gocdarazer  (ILD), acmaprarammunotpanchepazst (ACT) u  anaHuHAMUHO-
tpancdepassl (AJIT) nomxken ObiTh B < 3 pa3a ot BI'H. Ypoens 1D, ACT u AJIT B <5 pa3 ot
BI'H nonmyctum npu Hanu4uy METacTa30B B IEYECHHU.

PeKOMCHI[aI_[I/II/I 1O KOPPEKIHUHU 10351

KOppeKI_II/IIO A03bI ICPEA IMOBTOPHBIMU HUKJIaMU CIICAYCT MMIPOBOANUTH, OCHOBBIBAACH HA HaunOoJee
HU3KOM n3 TeMaTOJIOTUYCCKUX MoKa3aTesei N Ha  MaKCHUMAaJIbHO BBIpEDKGHHOfI
HETeMaTOJOrMYeCKOM TOKCHYHOCTH B TCUCHHE NPpEAbIAYICTO MUKIIA JICUCHUA. JleueHue MoxkeT

OBITb OTJIOXKEHO C OCJIbI0 BOCCTAHOBJIICHHA OT HpOHBHeHI/Iﬁ TOKCHYHOCTH. Ilo MEpe
5
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BOCCTAHOBJICHUA  TCpAIIMIO CJICAYCT HNPOJAOJLDKUTL B COOTBCTCTBHU C PCKOMCHIAALUSAMMU,
INPUBCACHHBIMH B Ta6n1/1uax 1'3, KOTOPBIE OTHOCATCA K IPHUMEHCHHUIO IIEMCTPCKCEAAa B

MOHOTEpPAIIUX U B KOM6I/IHaHI/II/I C IMUCIIaTUHOM.

Tabmauua 1
Pexwum n03upoBanus nemeTperceaa (pyu MOHOTEPATHH WK [TPU
KOMOHWHHPOBAHHOM TEpaIiu) U [UCIUIaTHHA
T'emaToJ10rN4YecKas TOKCUYHOCTD Koppexuus 10361 (Mr/m?)

MuHnManbHOE a0COTIOTHOE YHCIIO HEUTPO(HIIOB <500/mm3 u |75 % ot NPEIbIAYIIEeH 1035

MHHHMAJIEHOE YHCII0 TPOMOOIUTOB > 50 000/MM° (memeTpexce ¥ IUCTUTATHH)

MuHIMaTBHOE YnCII0 TpoMboIuToB <50 000/MM>, He3aBHCHMO| 75 % OT MpeABLIYIIEH T035I

OT MUHUMAaJIbHOTO a0COIOTHOTO YMCIIa HEUTPOPHUIIOB (memeTpexce ] ¥ IUCIUIATHH )
MuHUMaILHOE YHCIIO TPOMOOIIMTOB <50 000/mMm° ¢ 50 % ot npenplaymen 1036l
KpOBOTEYEHHEM®, HE3aBUCUMO OT MUHUMAJIbHOI'O (memerpexcen U HUCIUIATHH)

a0COIIIOTHOTO YKCIa HEUTPO(HUIOB

- DTU KpUTEPUU COOTBETCTBYIOT OIPECICHUIO KPOBOTEUYECHHS > 2 CTENEHU B COOTBETCTBUU C

OO6mmmMu kputepusMu Tokcndaoctd Harronansaoro uacruryta paka (NCI-CTC).

[Ipu pa3BUTUM HEreMaTOJOTMYECKOW TOKCHYHOCTH (32 HCKIIOYEHHEM HEHPOTOKCHUYHOCTH)
> 3 cTemeHW, JeE4YeHHE HEOOXOIMMO OTJIOXKHUTH JO BOCCTAaHOBIIEHUS IIOKa3aTelnel,
COOTBETCTBYIOIIMX 3HAUYEHUIO Ilepe] HadaioMm JieueHus. Jlajmee Tepamuioo HEOOXOIUMO

NpoOAOJIKUTE B COOTBECTCTBHUU C pCKOMCHAAIIUAMU, ITPUBCACHHBIMU B Ta6m/1ue 2.

Tabmuia 2
Pexxum 103upoBanus nmemeTperceaa (pu MOHOTEPATHH WK TIPU
KOMOWHUPOBAHHOM TEpaIuy) U IUCIUIATHHA
HeremaTtosioruueckast Koppexuusi 10361 Koppexuusi 10361
2,0 2 2
TOKCHYHOCTBH® neMerpekcena (Mr/m?) nucmiaTuHa (Mr/m?)

Jlro6ast TokcuaHOCTh 3 win 4 crenenu 3a | 75 % ot mpensinymei | 75 % OT mnpeabiaymiei

HCKJIIOYSHUEM BOCIIAJICHHS CIIM3HUCTOMN JO3bI JO3bI

Huapesi, TpeOyromas rocnutanm3anuu | 75 % ot npenpiaymein | 75 % oT mpenpiaymiei
(HE3aBUCUMO OT CTETICHH), WIH Auapes 3 | J03bl JIO3BI

nid 4 crere’u

Bocnanenue cnusucroit o6onouku 3 umm | 50 % ot mpensiaymieit | 100 % ot mpeapiaymieid

4 cteneHu O35l O35l

8 — Cornacuo kputepusim NCI CTC;

® _ 3a uckmoyeHreM HeHPOTOKCUYHOCTH
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B cjIydac HeﬁpOTOKCH‘IHOCTI/I PECKOMCHAOBAHHAA KOPPCKIUA OO3bI ICMETPCKCCAAa U HUCIIATHHA

npeacrarieHa B Tabmune 3. [lpu HEHpPOTOKCHMYHOCTH 3 WM 4 CTETNICHH Tepanuio HeoOXOIUMO

MIPEKPATHUTb.

Tabmuna 3

Pexxum nozupoBanus nemerpekcena (Ipu MOHOTEpAUU WIH MPU
KOMOWHHUPOBAHHOM TepaIruK) U IUCIIaTHHA
Crenenb Koppexknusi 10361 Koppekuus 10361
HEMPOTOKCUYHOCTH? nemerpekcena (mr/m?) uucnIaTuaa (Mr/m?)

0-1 100 % ot npenpiaymieit 10361 100 % ot npenplaymiei 10361
2 100 % ot mpenpiayIIeit 10361 50 % ot mpenpIayIIei 10361

8 — Cornacno kpurepusim NCI CTC

Tepanuro  mEeMETPEKCENOM  CIeIyeT OTMEHHTb, €CIM y  [alueHTa  HaOJroaaeTcs
reMaTOJIOTHYECKasT HMJIM HEreMaToJIOTHYecKas TOKCHMYHOCTh 3 WJIM 4 CTENEHW IOCle JIBYX
CHW)KCHHI JT03b1. Teparuio clielyeT HeMEUICHHO MPEKPATHTh NP HATUIHH HEHPOTOKCHYHOCTH
3 uiu 4 cTeneHu.

Oco0bIe I'pynnbl DaMCHTOB

Tooicunvie nayuenmot

[Tpu mpoBeneHNH KIMHUYECKUX MCCIIEIOBAHNN HE OBLIO TOJYYEHO JaHHBIX O TOBBIIIEHUU PUCKA
Pa3BUTHS HEXENATEeIbHBIX SBJICHUN y TAIIMEHTOB B BO3pacTe 65 JIET U CTapIie MO CPaBHEHUIO C
nmaiMeHTaMu B Bo3pacTe 10 65 ner. PexuMm CHIDKEHHS 703 COOTBETCTBYET OOIIMM
PEKOMEHIALUSM.

Jlemu

[Tpenapar Ilemerpekcen-/IEKO He npenHa3zHaveH i IPpUMEHEHUS Y I€TeH.

Tayuenmoi ¢ HapywieHuem QyHKyuy noyex

[lemerpekcen B OCHOBHOM BBIBOJUTCS B HEU3MEHEHHOM BHe mHoukamu. [Ipu mokazarensx
KIIUpEeHca KpeaTHHUHa >45 MII/MHH KOpPPEKIus J03bl He TpeOyercs. [lanmeHTtam, y KOTOPBIX
KJIIMPEHC KpeaTUHHHA MeHee 45 MII/MUH, TPUMEHEHUE TTIeMETPEKCce1a He peKOMEHIYETCS B CBSI3U
C HEJIOCTATOYHOCTHIO JaHHBIX MO0 MPUMEHEHUIO Tperapara y 3TOW KaTeropuu MaIMeHTOB (CM.
paznen «Ocobble ykazanus» u «IIpoTuBomokazanus»).

Tayuenmoi ¢ HapyweHuem QyHKyuy nevexu

He Oputo ycranoBmeHo B3auMocBs3u Mexay mokazarensmua ACT, AJIT wm  oOmiero
OomnnpyOnHa u (papMakOKWHETHKOW TeMeTpekcena. HemoctarouHo AaHHBIX MO NMPUMEHEHUIO

npemnapara y mnagueHTOB C HAPYLICHUCM (1)yHKI_[I/II/I MEYCHNU C MOBLINICHUCM KOHLOCHTpALUH
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OwnmmpyOuHa Oonpire, yem B 1,5 paza or BI'H, u (wiu) TOBBIIICHHMEM AaKTHBHOCTHU
amMuHOTpaHcdepa3 Ooibire, yeM B 3 paza ot BI'H (npu orcyTcTBUM MeTacTa3oB B MEUCHH), WIH
Oosbinie, yeM B 5 pa3 ot BI'H (nmpu Hanuuumu MeTacTa3oB B IICYCHH).

PexoMeHmanmu mo npuroToBICHUIO PACTBOPA Ul UHQV3UM

1. B xauecTBe pacTBOpUTENS UCHOJIB3YIOT TOJBKO 0,9 % pacTBOp HaTpus xJopuaa.

2. Conepxumoe ¢nakona pactBopstoT B 0,9 % pactBope HaTpus XJIOpuJa s HHbEKIHH (0e3
KOHCEPBAHTOB) [0 KOHUEHTpauuu 25 mr/mi. Kaxapiii ¢iakoH akkKypaTHO B30anThIBAIOT
MyTeM BpaIEHUs J0 NMOJHOTO pacTBopeHus nuoduuusara. [lomydeHHBIH pacTBOp JOJDKEH
OBITH MPO3pPAYHBIM; JOMYCTUM IIBET PACTBOPA OT OECIIBETHOTO 0 KEITOr0 WX 3€JIEHOBATO-
KeNToro npera. HeGmarompusiTHOro BO3JEHCTBUS Ha KauecTBO IIperapara MpH 3TOM HeE
oka3bIBaeTcs. pH BoccTaHOBIEHHOTO pacTBOpa COCTaBisieT ot 6,6 1o 7,8.

TpeOyercs nanbHeililee pa3BeleHne.

3. CoOTBETCTBYIOIIMI 00BEM IMOJIYUYEHHOTO pacTBopa nemerpekcena pazpoaar a0 100 mi 0,9 %
PacTBOPOM HATPHS XJIOPHUIA U MHBEKINH (0€3 KOHCEPBAHTOB).

4. PacTBOpBl meMeTpeKceaa, MPUTrOTOBICHHBIE COTJIACHO WHCTPYKIHUSM BBIIIE, COBMECTHMBI C
cucteMamu Juist UH(y3Uii U3 MONIMBUHUIXIIOPUAA U TToNKoNedrHa.

5. Ilepen BBemeHWEM pacTBOp MpernapaTta HEOOXOAWMO BHU3YyalIbHO MPOBEPUTH HA HATUYHE
MEXAaHWUYECKNX BKIIOYEHHI W W3MEHeHHWe IBeTra. Ecian HaOMIOHArOTCI MEXaHNYeCKHe
BKIIIOUEHUSI, PACTBOP HE BBOJISAT.

6. PacTBop nns BBeAeHHS HEOOXOOUMO HCIONIB30BaTh HEMEUIEHHO. PacTBop mpeaHa3zHadyeH
TOJIBKO JIJI1 OAHOKPATHOTO MpUMeHeHus. Hencnonp30BaHHBIA pacTBOp Mpemnapara MmojieskKuT
YHUYTOXKCHHUIO.

Mephl IPEAOCTOPOKHOCTH IPHU MPUTOTOBISHUN U BBEJICHUU

Kak u mpu oOpameHuun ¢ JIpyrEMH TOTEHUIMATBHO TOKCHYHBIMU MPOTHUBOOITYXOJIEBBIMU
npenaparamu, CIeayeT MPOSBISATH OCTOPOKHOCTh MPHU OOpAIeHNH W MPUTOTOBIEHUH PacTBOpPA
s wHy3uit memeTrpekcena. PekoMeHIyeTcss HWCIonb30BaTh mepyaTku. Ecioum  pacTtBop
MEMETPEKCEIa MOoNal Ha KOXY, CIEAYET HEMENJIEHHO M TINATEIBHO IMPOMBITH KOXY BOJOU C
MbuTOM. Eclii pacTBOp memeTpekcena Tomajd Ha CIM3UCTYI0 OOOJIOYKY, CIEAyeT TIIATeIhbHO
NpoMBITE €€ Boaou. IlemeTpekcen He OKa3bIBaeT KOKHO-HApBIBHOTO JAeicTBus. [Ipu
MOBPSXJICHUH  COCyJa HE  CYHIECTBYET  CIEIHAJBbHOTO  aHTHAOTA.  3a(HUKCHPOBAHO
HE3HAYUTEIIbHOE YKCIIO CIIyYaeB MOBPEXKICHUS COCyZa NPU BBEICHUU NEMETPEKCENA, KOTOPBIE
HE OIICHMBAIIMCh HCCIIEOBATeNIeM KaK cepbe3Hbie. [Ipu moBpexIeHuu cocyla HEoOXOAMMO

CJICOO0BATh JIOKAJIbHBIM CTaHAApTaM JICUCHUS.
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ITob6ouHoe neiicTBHE

Haubonee pacnpocTpaHeHHBIMU HEXKENATEIbHBIMU SIBICHUSMU, CBS3aHHBIMH C Tepanuen
neMeTpeKkceoM (B pEXHMME MOHOTEpanuu WM B COCTaBe KOMOMHHPOBAHHOW Teparum),
SBIIIIOTCS: TOAABIICHWE (YHKIMM KOCTHOTO MO3Tra, TMPOSIBISIIONICECS B BHIE aHEMHH,
HEUTPONICHUH, JICWKONEHWH, TPOMOOIMTONEHUH; >KEITYJOYHO-KHUIIEYHASS TOKCHYHOCTD,
MPOSIBIISIONIASCS B BUJIE AHOPEKCHH, TOIIIHOTHI, PBOTHIL, JHapeH, 3arnopa, GapuHruTa, BOCHAICHUs
CIM3UCTOM O0OJOYKM U cromarura. Jlpyrue HexenarenbHbIe SIBICHHUS BKIIOYAIOT:
HE()POTOKCUYHOCTh, TMOBBIIICHHBIA YPOBEHb aMHHOTpaHcdepas, aloNeluio, yCTaIOCTh,
00e3BOKMBaHUE, CHITb, HH(EKITUIO/CENICUC 1 HEHPOaTHIO. Peko Ha0IIt01al0TCsl TaKne SBIICHMS,
kak cunapoM CtuBeHca-/[P>KOHCOHA ¥ TOKCUYECKUH AMUEPMAaTbHBIA HEKPOIIHU3.

HexxenaTtenbHble sBIEHHsS TNPUBEICHHI B COOTBETCTBMM C KJacCaMH CHCTEM OpraHOB,
MPEICTAaBICHHBIMU B  MEIUIIMHCKOM CJIOBape JUIsi HOPMATHBHO-TIPABOBOM JESATEIHLHOCTH
(MedDRA). B kaxaoM Kiacce CHCTEMbI OPraHOB HEKEJIATC/IbHBIC SBJICHUS PaCIpec/iCHbl U
MIPEJICTABJICHBI 110 YACTOTE Pa3BUTHS (HAUYMHAS C CAMBIX YACTBIX) M CTEIICHU TSHKECTH (B TIOPSIKE
yObIBaHUSI CTEMEHU TSHKECTH): oueHb uacThle (>1/10), wacto (=1/100, vo <1/10), HeuacTo
(>1/1000, vOo <1/100), penxo (=1/10000, o <1/1000), ouenp penko (<1/10000), uwactoTa
HEW3BeCTHA (Ha OCHOBAHWH UMEIONINXCS JAHHBIX OICHUTh HEBO3MOXKHO).

Hwxe mnpuBencHbl HEXenaTedbHBIC SBICHHUS Pa3HOW CTENCHW TSKECTH, HE3aBUCHUMO OT
MPUYUHHO-CJIEICTBEHHON CBSI3HM, HAONIOAABINIMECS B XOJA€ KIMHHUYECKHUX HCCIECIOBAHHA MpU
MPUMEHEHUU TeMETPEeKCela B CPAaBHEHHUH C JOLIETAKCEIOM, MPHU MPUMEHEHUU MEeMeTpeKceaa B
KOMOWHAIIMK C [UCIUIATHHOM B CPaBHCHHWH C TeMIIMTAOMHOM B KOMOWHAITUHU C IHCIUIATHHOM,
P IPUMEHECHUHU TIEeMETPEeKcea B KOMOWHAIIMH C [IUCIIATHHOM B CPaBHEHUHM ¢ MOHOTEpaIuei
[UCIUIATUHOM, TIPU TIPUMEHEHUH MeMEeTpeKcela C ONMTUMAIBLHOM MOIePKUBAIOIIEH Tepanuen B
CpPaBHEHMH C TUTale00 ¢ ONTUMATHHON MOANEPKUBAOIIEH Tepanuei U B TOCTPETUCTPALIMOHHOM
nepuoe.

Nudexunn 1 nuBasuun

ouenv uacmo: undpexuun’, GapuHruT
wacmo: cerncuc?
OueHb pedKo. NePMOTUIIOAEPMUT

Hapviienns co cTOpoHbI KPOBH U TUMDATHYECKON CUCTEMBI

O4eHb Yacmo: HEUTPOIICHHS, JISHKOTICHU S, CHIDKCHUE YPOBHS TeMOTTIO0MHA
yacmo: (pedpuiibHAs HEUTPOIICHUS, TPOMOOLIUTOICHHS
Heuacmo: TaHIIUTOIICHUS

pe()Ko: AYTOUMMYHHas T€MOJIMTHYCCKas aHEMU A
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Hapylenus co cTopoHbEI HMMYHHOW CHCTEMBI

Yyacmo: TUTIEPYYBCTBUTEIILHOCTh
pedko.: aHaPUIAKTUUECKHUH IIOK

Hapvuieansa Merabonn3Ma U HUTAHUS

yacmo. Aeruaparanus

Hapyiiennst co cTOpOHBI HEPBHOM CHCTEMEI

yacmo: HapylleHHe BKyca, mnepudepuueckas MOTOpHas HelponaTus, nepudepudeckas
CEHCOpHasi HeWponaTus, TOJI0BOKPYKEHUE

Heuacmo.: OCTPOE HapyLIEHHE MO3[OBOIO KpPOBOOOpAllleHHs, HIIEMUYECKUN HHCYIbT,
BHYTpPUYEPEITHOE KPOBOU3IHSIHHIE

Hapymienus co CTOpOHBI OpraHa 3peHus

yacmo. KOHBOHKTHBHUT, CYXOCTb rjas, IMOBBINICHHOC CJIC30TCUCHUC, CYXOI\/JI
KCPATOKOHBIOHKTUBHUT, OTCK BCK, 3a00JICBaHUS IMOBCPXHOCTHBIX TKaHEH I1a3a

HapyiieHus co CTOpoHEI cepiiia

yacmo: CepAcYHast HEI0CTaTOYHOCTh, APUTMUS
Heuacmo: CTEHOKapus, UH(APKT MUOKap/ia, MilleMuyeckasi 00JIe3Hb cep/iia, HapKely104KoBas
apuUTMUs

Hapyiuesus co cTOpoHBI COCYI0B

Hewacmo: nepudepuueckas UIIeMUs®

HapylieHus: co CTOPOHBI AbIXaT€IbHON CUCTEMBI, OPraHOB I'PYIHOM KJIETKU U CPEIOCTSHUS

He4yacmo. JICroO4YHas 9M60J'H/I$I, HHTCPpCTUIIMAJIbHAs l'IHeBMOHI/ISIZ’4

X(CJ'IV}IO‘IHO-KI/IHIC‘-IHI)IG HapyHIIcHUsA

OueHb Yacmo: CTOMATUT, aHOPEKCHsl, pBOTA, TUapesi, TOIIHOTA
yacmo: AUCTIETICHS, 3a1op, 00JIb B dKUBOTE

Heuacmo. PEKTalIbHbIE KPOBOTEUEHHUS, >KENyIOYHO-KUIIEYHbIE KpOBOTEUEHUS, mnepdopanus
KMITEYHNKA, 930(aruT, KOIUT’

HapylieHus co CTOPOHBI IEUYEHU U JKEITYEBBIBOISIINX IYTEH

yacmo: noBbIIeHHBIN ypoBeHb ACT, nossimenssiil yposenb ACT
peoKo: TeTIaTUT

Hapyiuesnus co cTOpOHBI KOXKHU U MMOJKOKHBIX TKaHENH

OYeHb 4acmo: Chlllb, NIEIyIIEHUE
yacmo: TUTIEPIIUTMEHTAIM, 3y/1, MyJIbTU(OPMHAs SpUTEMA, AJIOTICLINs, KPATUBHHIIA

peoKo: d)puTeMa

2 2

ouenb peoko: cuaapoM CtuBeHca-/[>koHCOHA”, TOKCHUECKHI dMHAepMaIbHbIN HEKPOJINU3®,

10
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nemdurons, OyJIe3HbIH 1ePMaTUT, TPHOOPETEHHBINH OYJUIE3HBIH MUACPMOIH3, SPUTEMATO3HBIH

OTCKG, IICEBAOLCIIIIOJIUT, AEPMATUT, SK3EMA, IIPYPUTO

Hapyiiennst co cTOpOHBI NOYEK M MOYCBBIBOJAAIINX YT

Ouenb uacmo: CHWKEHUE KIMPEHCca KPeaTHHIHA, yBEIMUeHHe YPOBHS KpeaTHHHHA®
yacmo: oYeyHast HeJOCTATOYHOCTh, CHIKEHHUE CKOPOCTH KIIyOOUKOBOM (hribTpanun
yacmoma HeuzgecmHa: HePPOreHHbIN HEcaxapHbIN 11abeT, HEKPO3 MOYEUHbIX KaHAJIbLEB

O6H_II/I€ HapYIICHUA U PCAKIINHU B MECTC BBCACHUA

OYeHb Yacmo: yTOMIISIEMOCTh
yacmo: MupeKcusi, 00Ib, 0TEK, 00JIb B IPyIH, BOCHAJICHHE CIU3UCTOW 000I0UKI

Ha6ODaTODHBIC 1 MHCTPYMCHTAJIbHBIC TAHHBIC

yacmo: TIOBBIIIEHUE YPOBHS raMmMa-Tinytamuntpanchepasst ([TT)

TDaBMI)I, MHTOKCHUKAIIWH U OCIOXKHCHUSA ITPOLCAYP

Heuacmo. Ty4eBor 330(arut, JrydeBoil MHEBMOHUT

peoKo. ciyvan penuanBa NoO0YHbIX 3 (EKTOB TyIeBOH Tepanun

! _ ¢ Heiitponenueii nnm 6e3 Hee

2_ HHOTrAa C JIECTAJbHBIM NCXOA0M

% _ MHOT/a MPUBOIUT K HEKPO3Y KOHEUHOCTEH
4 _ ¢ JBIXaTeIbHOM HEJOCTATOYHOCTLIO

S_ Ha6moz[anoc1, TOJBKO B KOMGI/IHaHI/II/I C NUCIIIaTHHOM

6_ MNPpEUMYIIECTBECHHO HUKHUX KOHEYHOCTEH

Ilepeno3supoBka

3aperucTpupoBaHHbIE CHMIITOMBI ~ TEPEAO3WPOBKHA  BKIIOYAIM  HEHTPOINEHUIO, aAHEMHIO,
TPOMOOIIMTONEHHUIO, BOCHIAJIEHUE CIIM3UCTON 000JI0YKH, CEHCOPHYIO NOJIMHEHPONATHIO U ChIMb.
CuMnTOMBL: MOJaBi€HHE (YHKIMHM KOCTHOTO MO3ra, MPOSBISIONIEECS HEUTpONeHueH,
TpoMOouuTONIeHHEeW M aHeMued. Takke MOTYyT HaONI0AaThbCsd NPUCOENWHEHHE HHQEKIUi ¢
TUXOpaZKON WiH 0e3 TUXOPaIKu, Juapes  (MJK) BOCTIAJICHUE CITU3UCTHIX 000JI0YECK.

B cnyuae momo3peHHs Ha Mepero3UpOBKY IpenapaTa CleayeT perysispHO KOHTPOJIUPOBAThH
o0ImuMii aHATIN3 KPOBH.

Jleuenmue: CUMIITOMAaTUYCCKOC, BKIIIOYad HEMEAJICHHOC IPUMCHCHUC KaJIbIIUA q)OHHHaTa.

B3aHMOHeﬁCTBHe C IPYIr'uMM JICKAPCTBCHHBIMHU CPEACTBAMH
HeMeTpeKce):[ B OCHOBHOM BBIBOJUTCSA B HCU3MCHHOM BUAC MMOYKAMHU IMOCPCACTBOM KaHaJIBI_IeBOf/’I

CEKpPELIMH U, B MEHBIICH CTETIEHH, TOCPEICTBOM KIIyOOUKOBON (DHIIBTPALIUH.

11
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HccnenoBanus in Vitr0 mpoaeMOHCTPUPOBANIM, YTO IEMETPEKCE] aKTHBHO CEKPETUPYETCs
nocpenctBoM OAT3 (mepeHOCYNK OPraHMYeCKUX aHHOHOB YeJIOBEKa 3 THIIA).

CoBMecTHOE MTpUMEHEHHE ¢ He()POTOKCUYHBIMU MperaparaMu (TaKuMH, KaKk aMUHOTJIMKO3HIBI,
«IETIEBBIE» TUYPETHKH, IJIATUHOCOJEpIKale Ipenaparsl, HUKIOCIOPUH) MOXKET IPUBECTU K
CHI)KEHUIO KiIMpeHca nemerpekcena. CiieyeT ¢ OCTOPOKHOCTBIO IPUMEHSTh TaKUe IIpernapaTsl
B KOMOHMHAIIMM C TEMETPEKCEIOM, MPH HEOOXOAUMOCTH TIIATENBbHO CIEAUTH 32 KIUPEHCOM
KpeaTHHHHA.

CoBMecTHOE NTPUMEHEHHE IPENAPATOB, KOTOPIE TAK)XKE BBIBOASTCS MOCPEACTBOM KaHANbLIEBOU
cekpenuu (Hampumep, nNpoOeHenus, NeHUIWUIMH), MOXKET NMPUBECTU K CHUXKEHHUIO KIIMpEHca
nemeTpekcena. Crienyer ¢ OCTOPOXKHOCTBIO MPUMEHSATh Takue Mpernaparbl B KOMOMHAIMM C
MEeMETPEKCeI0M, TPU HEOOXOAUMOCTH TIIATENILHO CIAEAUTD 3a KIIMPEHCOM KpeaTHHHHA.

VY NanueHToB ¢ HOpManbHOU (yHKyuell nouex (KITUPEHC KpeaTHHUHA > 80 MJI/MUH) MPUMEHEHHUE
HECTEPOMIHBIX IPOTUBOBOCHANUTENbHBIX npenaparoB (HIIBII) B Beicokux mo3ax (Hampumep,
uoynpodpena > 1600 Mr/CyTKM WM aNETWICATUIMIIOBOM KHCIOTHI > 1,3 T/CyTKH) MOMKET
NPUBECTU K CHIKEHHUIO KIMPEHCa NeMEeTpeKceda M, Kak CJIEACTBUE, IOBBICUTh 4YacTOTY
HE)KEJIATENIbHBIX SIBJICHUI Ipu NpUMEHEHUM meMeTrpekcena. ClenyeT ¢ OCTOPOXKHOCTBIO
npumeHaTs HIIBII B BBICOKMX [103aX OJHOBPEMEHHO C IIEMETPEKCEIOM Yy IallHeHTOB C
HOpMaJIbHOU (PyHKIMEN MoYeK (KIUpeHC KpeaTuHuHa > 80 MJI/MUH).

VY NauueHToB ¢ noueuHol HedoCmamoyHoCmblo JETKOM WM YMEPEHHOW CTeNeHU (KIMPEHC
KpeaTuHuHa OT 45 no 79 ma/mMuH) cineayer u30eraTb OJHOBPEMEHHOIO IMPUMEHEHMS
nemerpekcena c¢ HIIBII B BbICOKMX 103ax B TE4YeHME [JBYX [JHEH Iepe] INPUMEHEHHEM
NeMEeTpPEeKce1a, B IeHb MPUMEHEHUS U B TEUEHHUE IBYX JHEH 1ocie NpUMEHEHUsl MeMeTpeKceaa
(cM. pazmen «Ocobble yKazaHUs).

BBuay oTCyTCTBHS TaHHBIX O BO3MOXXHOM B3auMOJEUCTBUU Mexay nemerpekcenom u HIIBII ¢
JUINTETIbHBIM TEPUOJOM TOJYBBIBEACHMS, TaKUMH Kak IHPOKCHKAM WJIH pOPEeKoKcuo,
OJIHOBPEMEHHOE MPHUMEHEHHE 3TUX MPEernaparoB C MEMETPEKCEIOM y MalUEHTOB C MOYEYHOU
HEJ0CTaTOYHOCTBIO JIETKOM WM YMEPEHHOM CTENEHM CIEAYeT NPEKpaTUTh Ha CIETYIOIINN
NIEPUOJ BPEMEHU: KAK MUHUMYM IISTh JHEH 10 BBEIECHUS NIEMETPEKCENA, B IEHb BBEACHUS U B
TEUEHHWE KaK MHHUMYM JIBYX JHEW IOcCie BBeJAeHUs memerpekcena (cm. pasmen «OcoObie
ykazanus»). Ecou tpebGyercs coBmectHoe npumenenne HIIBII u memerpekcena y manueHTOB
JOJDKEH  MPOBOJAUTHCS  CTPOTUH  MOHMTOPUHI  NPOSIBIEHHA  TOKCHYHOCTH, OCOOEHHO
MUENOCYTIPECCUN U TOKCUYHOCTH CO CTOPOHBI JKENYAOYHO-KUILIEYHOI'O TPAKTA.

[lemeTpekcen moaBepraeTcsi OrpaHMYEHHOMY MeTa0onu3My B  TedeHd. Pe3ynbpTaTsl

ucciaeqoBaHui N VItr0 ¢ NpUMEHEHHEM MHUKPOCOM T[I€YE€HH 4YeOBeKa IOKa3ajld, YTO HE
12
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OXUJACTCS KJIMHUYECKH 3HAYMMOTO WHTHOMPOBAHUS TIEMETPEKCEOM METaboIHIeCKOTro
KJIIMpEHCa TMpernapaToB, KoTopble Metabomusupytorcs uzopepmentamu CYP3A, CYP2DG6,
CYP2C9, CYP1A2.

BsaumonelictBust, o0nIMe Ul HIUTOTOKCUYECKUX IIPENAPATOB

M3-3a BBICOKOTO pUCKa TPOMOOOOpPa30BaHMs y MAIIEHTOB ¢ OHKOJIOTHYECKUMU 3a00JIeBaHUSIMU
4acTo MPOBOJUTCS aHTHKOATYJISILMOHHAsA Tepanus. Beicokas mHIuBuAyaibHas BapuabeIbHOCTb
COCTOSIHUSL CBEpTHIBAIOLIEH CHCTEMBbl KPOBHM B Te4eHUE 3a00J€BaHMsI U BO3MOXKHOCTb
B3aUMOJICHCTBUS ~ MEXIy MEpOPATbHBIMH  AHTHKOATYJISIHTAMH W IPOTHBOOITYXOJIEBOU
XUMHUOTEpANUeil TpeOyIoT TMOBBINIEHHOW YacToThl MoHuUTOpuHra MHO (MexmayHapomHoe
HOpPMAJIM30BaHHOE OTHOLICHHE), €ClIM IMPUHUMAETCS pEeLlIeHHe O JICYCHUM [alueHTa
HEepOpaIbHBIMU aHTUKOAryJITHTaMH.

Ilpomuseonokasano oonoépemenHnoe npumeHenue: BaKIMHA MPOTUB KEJITOW JIMXOPaIKU BBUAY
pUCKa TeHEepPATU30BAaHHON BaKIMHAIBHOW OOJNE3HM C JETaJbHBIM HCXOAOM (CM. pasnen
«[IpoTHBOMOKA3aAHUSD).

He pexomenoyemcs o0HogpemenHoe npumeHenue: >KUBbIE aTTEHYHUPOBAaHHBIE BAKIUHBI (KpOME
BaKLMHbl NPOTHB JKENTOW JIMXOpaJKh, C KOTOPOH OJHOBPEMEHHOE MpPHUMEHEHHE
MPOTHBOIIOKA3aHO) BBUIY PHCKA CHCTEMHOTO 3a00JIEBaHUS C BOZMOKHBIM JIETAJTHHBIM UCXOJIOM.
Puck moBbIMIaeTcst y MaluMeHTOB C YK€ MMEIOIIEHCs] MMMYHOCYIIpeccHei n3-3a ux (poHOBOTO
3a0oneBanus. CreayeT MPUMEHSATh WHAKTUBHUPOBAHHBIE BAaKIMHBI, €CIIM TAKOBBIE CYIIECTBYIOT
(mosromuenut) (cM. pazaen «Ocobble yKazaHUsN).

[lpy OMHOBPEMEHHOM TPUMEHEHHHM C JKUBBIMH OCJIA0JICHHBIMH BaKI[MHAMH BO3MOXKHA
UHTCHCUUKAIMS ~ Tpollecca  peIUIMKalid  BaKIMHHOTO  BHpYCa,  YCWJIGHHE  €ro
NOOOYHBIX/HEOIArONPUATHBIX I(PPEKTOB W/HIM CHUXKEHUE BBIPAOOTKHM AHTUTEN B OpPraHHU3MeE
NalMeHTa B OTBET Ha BBEJICHHE BAKIIUHBI.

dapMaKOKMHETHKAa TeMeTpeKcea He W3MEHseTCs MpU NPUMEHEHUU ¢ (onueBod KUCIOTOU
NEepOpPANBHO, BHTAaMHHOM Bi2 BHYTPHUMBIIIEYHO W TpW KOMOWHHPOBAHHOM TPHUMEHEHUH C
[UCTIIIATUHOM.

[Temerpekcer HECOBMECTUM C PACTBOPAMHU, COAEPIKAIIMMHU KaJbLIMH, B TOM YHCIE C PaCTBOPOM
Punrepa makrara n pactBopoM PuHrepa. B OTCYyTCTBMM MHBIX MCCIIEIOBAHHA COBMECTUMOCTH

MNEMETPEKCE HE CICAYCT CMEIINBATE C APYTUMH JICKAPCTBCHHBIMU ITPEIIapaTaMu.

Oco0ble ykazanus
[Temerpekcen MOXET MOAABIATH (YHKIMIO KOCTHOTO MO3Ta, UYTO HPOSIBIsETCS B (opme

HEUTPOTICHUH, TPOMOOIIMTOIICHMH W aHeMUM (Wiu MmaHnutorieHun) (cM. pasnen «llobouHoe
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neiictBue»). Muenocynpeccusi SIBISETCS JT030JIMMUTHPYIOIIEH TOKCHUYHOCTBIO MEMETpPEKCEna.
[lepen xakIpIM BBeIEHHUEM IEeMeTpeKceda HeoOXOOUMO MPOBOAMUTH OOIIMI aHAIU3 KPOBH C
MO/ICUETOM JISHKOIMTapHOH GopMyIbl U uuciaa TpomborutoB. [lemerpekcen-JIEKO nHe cnenyer
OpPUMEHATh 10 TeX TMOop, TMoKa aOCOJIOTHOE YHCIO HEHTpOoUIOB HE JOCTHTHET
>1500 kerox/mMM3, a uncio TpomGoruto - >100 000 knetok/mMm®. CHuXEHHE T03bI B HAUaje
OUEpeIHOTO Kypca OCHOBBIBaeTCs Ha HauMeHbIIMX 3HaueHusx AUYH, ymcna TpoMOOLUTOB U
MaKCHMaJbHOW HEreMaToJIOTMYeCKONM TOKCHMYHOCTH, KOTOpble HaOMoJanuch B XOJe
MPebIIYIIero NUKIa Tepanuu (cM. pazaen «Crnocod MpUMEHEHUS U J03b1»).

B Tex ciywasx, korja mpoBOAMIIAch MpeMeauKaius (HOoNTMeBONd KHCIOTOH W BHTaMHUHOM Bip,
OTMEYAJIUCh  MEHbIIAsl TOKCMYHOCTh M  CHH)KEHHUE YacTOThl TE€MaTOJOTMYECKOW U
HEreMaTOJIOTHYECKOM TOKCHYHOCTH 3/4 CTeneHHu, TaKod Kak HeHUTporeHus, ¢eOpriibHas
HelTporieHuss u  uHpekuuss ¢ HeWrpornenuerd 3/4 cremenu. [lodToMy Bcex MalMEHTOB,
nonydarouux Ttepanuto npenapatoMm llemerpekcen-JIEKO, cienyer mpouMHCTpyKTUPOBATH IO
NOBOJy IIpueMa (oJIMeBOM KUCIOTHI U BUTaMHUHA B12 B KauecTBe NpopuIaKTHUECKONH Mephl AJis
CHI)KEHUSI TOKCUYHOCTH, CBSI3aHHOM ¢ Tepanuei (cM. paznen «Crnoco0 NpUMeHEHUs U 103b1»).

VY nmanueHToB, HE NMOTYYaBIINX IPEMEIUKALUIO TIIFOKOKOPTUKOCTEPOUIOM, OTMEUAINCH KOKHBIE
peakuuu. [Ipemenrkanus 1ekcaMeTa3oHOM (MJIM SKBUBAJIEHTHBIM IPENapaToM) MOXKET CHU3UTH
YACTOTY U CTENEHB TSHKECTU KOXKHBIX peakuuid (cM. pazaen «Crnocod NMpuMEeHEHHsI U J103b1»).
bbul0 M3y4YE€HO HENOCTATOYHOE KOJMYECTBO IIAllMEHTOB C KIMPEHCOM KpeaTMHHHA HUXKE
45 mn/muH. ITosTomy npumenenue npenapara [lemerpexcen-ZIEKO y nanueHToB ¢ KIHPEHCOM
KpeaTMHHHA < 45 MJI/MUH He pexkomeHayetcs (cM. paznen «Crnoco0 MpUMEHEHHUs U J03bD» U
«IIpoTHBOIIOKa3aHU).

VY NanueHToB ¢ MOYEYHOH HEIOCTaTOYHOCTBIO JIETKOM WM YMEpEHHOW CTeneHH (KIMpPEHC
KpeaTHHHHA OT 45 10 79 Mmn/mMuH) cnenyet uzberars npumeHenust HIIBII, takux kak uGynpoden
U aneTwicanuuuioBas kuciora (> 1,3 r/cyTku), B Te4eHHE JByX JIHEH mepe] MPUMEHEHHEM
npenapara Ilemerpekcen-/IEKO, B neHp npuMEHEHMS M B TEYEHHE [BYX JHEW IOCie
IpUMEHEHHs mpenapara (cM. pasgen «BsaumopneicTBue ¢ ApyrMMH  JIEKAPCTBEHHBIMU
CpenCcTBaMmu»).

VYV namueHToB ¢ MOYEYHOM HEAOCTATOYHOCTHIO JIETKOM WM YMEPEHHOW CTENEHH, KOTOPBIM
noka3zana tepanus npemnaparoMm Ilemerpekcen-JAEKO, npumenenne HIIBII ¢ pnurenbHbIM
NEpUOJIOM TIOJYBBIBEJICHUS JIOJDKHO OBITh NPEKpalIeHO KaKk MHHHMYM 3a TSTh JHEH 10
BBeaeHus npenapara Ilemerpexcen-J{EKO, B nenp BBeleHUS U B T€UEHUE KaK MUHUMYM JABYX
IHEl mocie BBeAeHUs mpemnapara (cM. pasaen «BzaumozeicTBue ¢ IpYrUMH JIEKapCTBEHHBIMU

CpEICTBaAMM).
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[Ipy MOHOTEpanuy MEMETPEeKCEeAOM WM TMPH €ro NMPUMEHEHWH B KOMOMHAIMH C JAPYTHMHU
XMUMHOTEPaNeBTUYECKUMHU MpenapaTaMyu OTMEUYAINCh CEPhE3HbIE SIBIICHUS CO CTOPOHBI IIOYEK, B
TOM YHCJIE OCTpasi oYeyHast HeJOCTaTOYHOCTh. [Ipu 3TOM y MHOI'MX MalMEHTOB, Y KOTOPBIX OHU
HaOroManuch, ObUIM (PAaKTOPHI PUCKA PA3BUTHUS SIBICHUI CO CTOPOHBI IMOYEK, B TOM YHUCIIE
00e3BOKMBAaHUE  WJIM YK€  HUMeromuecs  rumepreHsuss wim  guaber.  CoryacHo
HOCTPErMCTPALIMOHHBIM JIaHHBIM, IPU IPUMEHEHHH NIEMETPEKCeaa B PEKUME MOHOTEPAIIUU WIIH
B KOMOMHAIMK C APYTUMH XUMHOTEPANeBTUUECKHUMHU IIpernapaTaMy TakKe OTMEUaINUCh Cllydau
pa3BUTHs HEPPOTEHHOTO HecaxapHOro auadeTa U HeKpo3a MOYEUHBIX KaHAIbLEB. BOTBIIMHCTBO
CIlydaeB pa3pelIajiich IIOCIe TMpeKpalleHuss NpUMEHeHHs 1eMeTpekcena. Heobxomum
PEryJISIpHBIA KOHTPOJIb 32 COCTOSHUEM HAIlMEHTOB Ha MPEIMET Pa3BUTUS OCTPOro TyOYJISIPHOTO
HEKpO3a, CHI)KEHUS (DYHKIMM TMOYEK M MPU3HAKOB U CHUMIITOMOB HE(POreHHOro HEcaxapHOro
nuabeta (HarmpuMep, TUIEPHATPHEMUN ).

BrnusiHre TKaHEBOH KUAKOCTH, HANpUMEp, IUIEBPAILHOTO BBIOTA HIIM aCIUTa, Ha JIEHCTBHE
neMeTpeKcea 0 KOHIIA He ONpeieeHo. B Xoae KIMHUYECKUX HCCIEIOBAHUN y TMAalMEHTOB C
COJIMJIHBIMU OITyXOJISIMH YCTOHYMBOE CKOIUIEHUE TKAHEBOM KUIKOCTH HE OKa3bIBAJIO BIMAHUA HA
IUIa3MEHHYI0 KOHLEHTPAIMIO MM KIMPEHC MeMETpeKcesla MO CPaBHEHUIO ¢ MalMeHTaMu 0e3
CKOTUICHHWSI TKAHEBOW JKUAKOCTH. TakuM o0O0pa3oMm, CcIemyeT pacCMOTPETh BO3MOXKHOCTB
JPEHUPOBAHMS CKOITMBIICHCS KHUIKOCTH TEepe]l Ha4ajIoM Teparui eMETPEKCEeI0M, OTHAKO, OHO
MOYET He MOHa100UThCS.

BBuay sxenynodHO-KMIIEYHOW TOKCHMYHOCTH NEMEeTpeKcela, NMPUMEHIEMOTo B KOMOMHAIUM C
[UCIUIATHHOM, HaOJIOaNoCh CHIIbHOE 00e3BokmBaHUWE. [larmeHTaM JoDKHA OBITH MPOBEICHA
NPOTHBOPBOTHASI TEpamusi, a TaKke oOecleyeHa aJeKBaTHas THApATalus 10 W/WIA TIOCie
Tepanum.

Cepbe3Hble cep/IeuHO-COCYAUCThIE HeXKeNlaTeNIbHbIE SIBIEHUS, B TOM YHcie HH(PApKT MUOKapaa U
HapymIeHHe MO3TOBOTO KpPOBOOOpAIIeHHs, HaOMIOJAUCh HEYacTo B XOJe KIMHUYECKHX
WCCIICIOBAaHUI TEeMETpeKce/ia, KakK IPaBHIIO, NMPH TPUMEHEHWH B KOMOWHAIIMH C JPYTHM
IUTOTOKCUYECKUM IPENapaToM, MPU 3TOM B OCHOBHOM Yy TMALMEHTOB C ()OHOBBIMHU (haKTOpaMH
pHCKa CepaeuHO-COCYIUCTHIX 3a0oneBanui (cM. paznen «Ilobounoe aeiicTBuey).

[TockoNbKY COCTOSIHHE UMMYHOCYTIPECCHU PACIPOCTPAHEHO Y OHKOJOTHYECKHX MAI[MeHTOB, HE
PEKOMEH/IyeTCsST COMYTCTBYIONIAasi BAaKIMHALMS JKMUBHIMH aTTEHYHPOBAHHBIMH BaKIMHAMH
(eM. pasgen «IIporuBomokazanusi» u «B3aumopeWcTBUe ¢ JIPYrMMHU JIEKapCTBEHHBIMU
CpeICTBaMmu»).

BBuay toro, 4ro memerpekce] MOKET BbI3bIBaTh IN€HETHYECKHE HApYIIEHUs, MOJOBO3PEIBIM

MYXX4YHWHaM HEC PEKOMCHAYCTCA CTAHOBUTHCA OTHAMU HaA IMPOTSXKECHUHN TEpallii IIEMETPEKCCIOM U
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1o 3 MecsueB mocie e€ 3aBepuieHus. PekoMeHAyeTcss HUCIOIb30BaTh HAJECKHBIE METOIbI
KOHTPALICNIIIUU WUJIM BO3LCPKUBATHCS OT IIOJOBOW JKM3HM. BceiencTeue Toro, 4ro meMeTpeKcen
MOXET BbI3bIBaTh HeoOpatumoe OecIuiofue, MYXKYMHAM PEKOMEHJIYETCS pPacCMOTPETh
BO3MO>KHOCTb COXPaHEHUS CIIEPMBI J10 Hayayla TEPAINNH.

JKeHIMHBI B 1€TOPOAHOM BO3PACTE JOJIKHBI IPUMEHATh HAJIEKHBIE METO/bI KOHTPALIEIILIUU BO
BpeMs TepaluM IEeMETPEKCEOM M B TeueHHe 6 MecCsleB IOcie €€ 3aBeplIeHHs (CM. pasen
«IIpumeHenue npu 6€peMEHHOCTH U B IEPUOJL I'PYJHOIO BCKAPMIIMBAHUSAY).

OtMmeyanuch ciayyau JIydeBOIO IMHEBMOHHUTA Y NALMEHTOB, OJyYaBIIUX JYUYEBYIO TEPAIUIO J0,
BO BpEMsl WJIM IIOCJE TEepaluu NeMeTpeKkcenoM. Takum mnanueHTtaM JODKHO OBITh YAEIEHO
0co00e BHHMaHHE; CIEIYET C OCTOPOKHOCTBIO MPUMEHSATh JIpyrHe PaJlioCeHCUOMIN3UPYIOLIHe
IIpenaparsl.

VY nanueHToB, NPOXOAMBIINX JIyUYEBYIO TEPAIMIO HECKOJIBKO HEJENb U JIET Ha3aJl, OTMEYAIIUCh
Clly4dau peluivBa MOOOYHbIX SBJICHUH JIy4eBOM TepaIuu.

[Ipenapat comepXuT oKoj0 54 Mr HaTpusi Ha (IAKOH. DTO CIEAYeT YYUTHIBATh MpPU JUETE C

KOHTPOJIUPYCMBIM YPOBHEM COACPIKAHUS HATPUS.

Bansinne Ha cIOCOOHOCTH YIPABJISATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MaMHU

BnusiHue nemerpekcena Ha CIOCOOHOCTh YIPABJIATH TPAHCHOPTHBIMU CPEJICTBAMU HE MU3YUEHO.
OpHako OTMEYaJIOCh, YTO TEMETPEKCEJ MOXKET BbI3bIBATh IOBBIIIEHHYI YTOMIISIEMOCTb.
[TosTOMy marueHnTam, y KOTOpbIX HaOJII01aeTCs MOBBIIEHHAs! yTOMIIIEMOCTb, HE PEKOMEH1yeTCs
yHOpaBIATh TPAHCHOPTHBIMHU CPEJICTBAMM M 3aHMMAThCS APYTUMH TMOTEHLUUAIBHO ONACHBIMU
BUJAMH JESITEIbHOCTH, TPEOYIOUIMMH MNOBBIIIEHHONW KOHILEHTPAallMd BHUMaHUSA M OBICTPOTHI

IICUXOMOTOPHBIX PEAKIUH.

dopMa BbINIYCKa

JInopunusar Juisi TPUTOTOBJICHUS KOHILEHTpaTa JUlsl NPUTOTOBICHHUS pacTBopa A HHQY3Hi
100 mr, 500 mr.

[To 100,0 mr wm 500,0 Mr neicTByromero BemecTBa (meMeTrpekcena) BO (DIaKOHBI W3
6ecuerHoro crekna mapku HC-1, HC-3 wnm 1-ro ruppoiauTHyeckoro Kjiacca, repMeTHYHO
YKYNOpeHHbIe TPOOKaMU pPE3MHOBBIMH MJIM TNpPOOKaMu s  JUO(PUIBHOM CYHIKH U3
OpoMOYTHIIOBOTO KaydyKa, 00aTble aTIOMUHUEBBIMH WJIM KOMOMHHMPOBAHHBIMHU KOJauKaMH
WIK BO (pIaKOHBI U3 HEUTPAIbHOTO CTEKJa 1-ro THAPOJUTHYECKOro Kjacca B KOMIUIEKTE C
npoOkoil u3 OyTWIMPOBAHHOIO KaydyKa M KOJIAYKOM U3 QJIIOMUHHEBOIO CIUIaBa C
IUIACTMACCOBBIM KOHTPOJIBHBIM JTUCKOM CBEPXY HJIM 06€3 KOHTPOJIBHOTO JAUCKA.

1 pnakoH ¢ HHCTPYKLIMEN MO MPUMEHEHHIO IIOMEIIAIOT B MHAMBUIYalbHYIO MAUKy U3 KapTOHA.
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10 ¢1akoHOB ¢ MHCTPYKIMEH O MPUMEHEHHIO TOMEIIAI0T B TTAYKy U3 KapTOHA.

YcaoBusi XxpaHeHust
B 3alMIIEHHOM OT CBETa MecTe MpH Temmepatype He Boimre 25 °C.

XpaHUTb B HEOCTYITHOM JUIS IETEH MECTe.

Cpok rognocTu
2 rona.

He IMPUMEHATH 110 UCTCUYCHUHN CpOKa 'OJAHOCTH.

YcaoBust ornycka

OTITyCKarOT MO pelenTy.

IOpuanyeckoe JHMI0, HA MMs KOTOPOIr0 BbIIAHO PErucTPalMoOHHOE YAOCTOBepeHue/
Opranu3anusi, (PUHUMAOLIAS NPeTeH3U’

000 «KKOMITAHUA «JEKO», Poccus

129344, r. Mockga, yi. Enucetickas, n. 3, k. 4

tenedon (499) 189-63-25

IIpoussBoaurenn

000 «KOMITAHUA «JIEKO», Poccus

KOpunnueckuii agpec:

129344, r. Mockga, yi. Enucetickas, n. 3, k. 4

AJpec mpon3BOJICTBA!

TBepckas 0011., 1.0 BriltHeBOMOIKHUH, 1. 3eI€HOTOPCKU,

yn. CoBetckas, 1. 6a
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