COOTBETCTBYET ZKCNEPTHOMY OTUETY

a 2025 N2 19777

0
LR L P

ot 08.(

(NOCNEQCBATENEHOCTE 0002)

0

OBILIASA XAPAKTEPUCTHKA JIEKA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O

PCTBEHHOTO TIPEITAPATA

ITPEITAPATA

[lemerpexcen, 100 mr, nuodunusar s TPUTOTOBIEHUS] KOHLEHTpATa JUIsl MPUTOTOBICHUS

pactBopa ajist uHy3Hil.

HCMCTpCKCCI[, 500 MT, JII/IO(i)I/IJII/ISaT AJIL IPUTOTOBJICHUS KOHHOCHTpATa AJIsI MMPUT'OTOBJICHUS

pactBopa A HHQy3uit.

2. KAUECTBEHHbBIIN 1 KOJIMYECTBEHHBIN COCTAB

JleiicTBytoIIIEE BEIIECTBO: IEMETPEKCE]T.

Ilemerpekces, 100 MI, JII/IOd)I/IJII/BaT JJIA TTPUTOTOBJICHHA KOHIICHTpATAa JJISA IIPUT'OTOBJICHUA

pacTtBopa Ui uHbvy3ui

Kaxnpiit ¢pmakon oosémom 10 M comepsxkut 100

AUHATPpUA FeMI/IHCHTaFI/II[paTa).

MI' IIeMeTpeKceia (B BUIC MEeMeTpeKce1a

Kaxxnp1it M1 BOCCTaHOBJICHHOTO pacTBOpa (KOHIIEHTpATa) COACPKUT 25 Mr nemerpekcena (B

BHJIC TIEMETPEKCe1a TUHATPHUS TeMUTICHTaruIpaTa)

BcnomorarensHbIe BCIICCTBA, HATMYUEC KOTOPBIX HAJO0 YUYUTHIBATE B COCTABC JICKAPCTBEHHOI'O

npenapata: HaTpuit (cM. pazzaen 4.4).

Ilemerpekces, 500 MI, JII/IOd)I/IJII/BaT JJIA TIPUTOTOBJICHHSA KOHIICHTpATAa JJIA IIPUTOTOBJICHUA

pacTtBopa Ui uHbvy3ui

Kaxnpiit ¢pmakon oopémMom 50 M comepxkutr 500 mMr memerpekcena (B BHIE NEeMETpeKcena

AUHATPpUA FeMI/IHCHTaFI/II[paTa).

Kaxxnp1ii M1 BOCCTaHOBJICHHOTO pacTBOpa (KOHIIEHTpATa) COACPKUT 25 Mr nemerpekcena (B

BHJIC TIEMETPEKCe1a TUHATPHUS TeMUTICHTaruIpaTa)

BcnomorarensHbIe BCIICCTBA, HAIMYUEC KOTOPBIX HAA0 YUYHUTHIBATE B COCTABC JICKAPCTBEHHOI'O

npenapata: HaTpuit (cM. pazzaen 4.4).

[TonHbIii mepeyeHb BCIIOMOTaTENbHBIX BEIIECTB MPUBEICH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInodunuzat A NPUTrOTOBICHUS KOHLIEHTpATa JJis IPUTOTOBJICHUS pacTBOpa AJisi HHPY3UH.

HI/IO(l)I/IJ'II/ISI/IpOBaHHaH MacCa HJIU HOpPOHIOK OT 0eoro J0 CBCTIO-XKCITOIO HWIN 3CICHO-

JKEJITOro OBCTA.

4. K IMHUYECKUE JAHHBIE
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4.1. IToxa3zaHusi K NPUMEHEHUIO
[Ipenapat IlemeTrpekcen nokazan K IPUMEHEHUIO Y B3POCIbIX:

. HeMenkokIeToUHbIN pak JErKoro.

[Ipenapat [lemerpekcen B KOMOMHAIIMY C IIUCIUIATHHOM TMOKa3aH JUIsl IEPBOM JIMHUU TE€PaAIuu
MAallUEHTOB C MECTHOPACIIPOCTPAHEHHBIM WJIM METACTaTUYECKUM HEMEIKOKJIETOYHBIM PAaKOM
JIETKOT0, KPOME MPEUMYIIIECTBEHHO TIOCKOKIETOYHON THCTOJIOTUYECKOM (POPMBIL.

[Ipenapat Ilemerpekcen B kKauecTBE MOHOTEPAININU TIOKa3aH IS MOAAEPKUBAIOIIEH TEpanuu
MECTHOPACIPOCTPaHEHHOT0 WIIK METACTaTHYECKOI0 HEMEJIKOKIETOYHOIO paKa JIEFKOro, KpoMe
MPEUMYIIECTBEHHO IJIOCKOKJIETOYHON TUCTOIOTHYECKON (hOPMBI, y TAITUEHTOB C OTCYTCTBUEM
MIPOrpeCCUPOBAHUS TIOCIIE IEPBOM JIMHUM T€PANlMU HA OCHOBE MPENapaToB IIATHHBI.
[Ipenapat Ilemerpekcen B KauecTBE MOHOTEpAINMU MOKa3aH JUIsl BTOPOW JIMHUU TEpaluu y
MAIMEHTOB C MECTHOPACIPOCTPAHEHHBIM WJIM METAaCTaTUYECKUM HEMEJIKOKJIETOUYHBIM PaKoM
JIETKOT0, KPOME MPEUMYIIECTBEHHO TIOCKOKIETOYHON THCTOJIOTUYECKOM (POPMBI.

. 3J10KaueCcTBEHHAs! ME30TEIMOMa IIEBPHI.

[Ipenapar Ilemerpekcen B KOMOMHAIIMY C IUCIUIATUHOM TOKa3aH JJIS JICYEHUS MalUeHTOB C
Hepe3eKTa0eNbHOM 3710KaueCTBEHHOW ME30TEIMOMON IJIEBPHI, paHee HE MPOXOAMBILUX KypC

XUMHOTECpAIIuu.

4.2. PesxuM 103MpOBaHus U cOCO0 MPUMEHEHUs
Tepanus npenapatom [lemerpexcen MOXKET MPOBOAUTHCS TOJIBKO O] HAOJIOJEHWEM Bpaua,
HMEIOILETO OIBIT IPUMEHEHUS IPOTUBOOITYXOJIEBBIX ITPENAPaTOB.

Pexxum 103upoBaHus

Ilpenapam [lemempekceo 68 KOMOUHAYUU C YUCHIAMUHOM

PexoMeHioBaHHas 103a npenaparta [lemeTtpekcen cocrapiser 500 Mr/m? B BUJie BHYTPUBEHHOM
nH(}py3uu B TeueHue He MeHee 10 MUHYT B MIEPBBIN JIeHb KaXI0TO 2 1-THEBHOTO IUKIIA.
PekoMeHI0BaHHAs /1032 LUCIIATHHA COCTABIAeT 75 MI/M> B BUJIe BHYTPHBEHHON HMH(DY3UH B
TeYeHHe 2 4YacoB MpuMmepHO uepe3 30 MUHYT IMOCie 3aBeplieHUs WHPY3UU TpernapaToM

[TemeTrpekcen B mepBbIM JeHb Kaxkaoro 21-mHeBHoro nwukia. [lanMeHTaMm JoJKHA OBITh

OpOoBCACHA MPOTUBOPBOTHAA TCPAIIUA, a TAKKEC obecneyeHa aJCKBaTHad ruaparanus a0 /U

IocJie BBEJICHUs LHUCIUIATHHA (TakXKe ClIeyeT OOpaTUTCS K MHCTPYKIMH MO MEIUIIUHCKOMY

NPUMCHCHUIO  [IUCIUIATHMHA C  HOCJbIO  IMOJIYYCHUA CHGL[I/IQ)I/I‘IGCKI/IX pCKOMeH,Z[aI_II/Iﬁ
OTHOCHUTCIIBHO IIO3I/Ip0BaHI/I$I).

IIpenapam Ilemempexceo 6 kauecmee MOHOmMepanuu
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,Z[.]'Iﬂ IIaITUEHTOB C HEMCJIKOKJICTOYHBIM PAKOM JICT'KOT'O HOCJIC ANMHOTCPAITNN
pekoMeH0BaHHas 103a npenapata [lemerpexcen coctapaseT 500 Mr/M? B BUIE BHY TPUBEHHOM
nH}y3un B TeueHne 10 MUHYT B IEPBBII JE€Hb KaXKA0TO 2 1 -THEBHOTO LIUKJIA.

Pexomenoayuu no kxoppexyuu 0031

JI1sl CHU>KEHUS 4acTOThl BOSHUKHOBEHUS U CTEIIEHM TSXKECTH KOXKHBIX PEeaKLUH HE0OXO0AUMO
MIPUMEHSTH TTIOKOKOPTHUKOCTEPOHIBI 32 JIEHb 710 BBEICHUS, B IEHb BBEJICHUS 1 Ha CJIECTYIOLIHHA
JIeHb TOoclie BBeJeHHs mnpenapaTa llemerpekcen. [ TIOKOKOPTHKOCTEpOU] MODKEH OBITH
SKBHMBAJIEHTEH 4 MI' JIeKCaMETa30Ha, IPUHUMAEMOro MepopaibHO 2 pasza B JeHb (CM. pa3zeln
4.4).

Jlnst CHIDKEHMsI TOKCMYHOCTU Mperapara MalMeHThl, MOJIyYarolue TEpanuio IMpernapatoM
[lemetpekcen, MOIKHBI €XEAHEBHO TNPHUHUMATH MpernapaTrbl (OJIMEBOH KHCIOTHI WM
MYJIbTUBUTAMUHBI € cojiepkanueM ¢osneBoit kuciotel (ot 350 no 1000 mxr). Heo6xoaumo
IPUHATP MUHUMYM HATh 103 (hoineBoi KHUCIOTHI B TEUEHHME CEMM JAHEH Iepes NEepBbIM
BBeZicHHeM npenapaTa [lemerpekcen. IIpuem pomkeH npoaokaThCcsl Ha MPOTSHKEHUH BCETO
Kypca Tepanuu npenapatoMm [lemerpekcen, a Taxxke B TeueHHe 21 IHSA mOCIE MOCIEIHErO
BBeAcHUA mnpenapara Ilemerpekcen. B 7-mHEBHBIM INepuoj Iepel NEPBbIM BBEICHUEM
npenapara [lemerpekcen nanueHTy HEOOXOAUMO BBECTH OJHY BHYTPHUMBIIIEUHYIO HHBEKIINIO
ButamuHa Bi2 (1000 Mkr), nanee — mo oHOM MHBEKIIUU Kaxkaple Tpu IuKia. [locnemyromnue
WHBEKIIUY BUTaMHUHA Bi2 MOTYT OBITH BBHINOJIHEHBI B TOT )K€ J€Hb, UTO BBEJCHME Ipenapara
[TemeTpekcen.

Habnooenue

Ilepen xaxnapiM BBeaeHueM mpenapata Ilemerpekcen HE0OXOAMMO MPOBOJUTH MOHUTOPHUHT
BCEX MAIMEHTOB, KOTOPBIM BKIOYaeT B ceOs OOIMI aHanu3 KpPOBH C JIEHKOIIMTApHOM
(dbopMmyIol 1 onpeiesieHre Yrucia TpoMOounTOB. J{iist otleHKH (QyHKINH TIOYEK U MIEYCHHU TIepet
KaXIbIM BBeJeHMEM Ipenapara llemerpekcel HEOOXOAMMO BBINOJIHUTh OMOXMMMUYECKHIL
aHanmu3 KpoBu. [lepen HayamoM KaXJ0oro LUKIAa XUMHOTEpAlMU Yy NAlMEHTOB JOJKHBI
HaOJIIOIaThCS CIEAYIONIME MoKa3arenu: abcomoTHoe yucio Hedtpodunos (AUH) > 1500

KJIeTok/MM>, 4ucio Tpombomutos >100000 KineTok/mMm?

. Kimpenc kpeaTuHWHa JOJKEH
cocTaBiATh > 45 mu/mMuH. KoHneHTpanus obmiero owmmpyonHa gomkHa ObITh < 1,5 pasa or
BepxHed  rTpanunbl  HopMbl  (BI'H). VYpoensr memounoir  ¢docdarazer  (LLD),
acniaptaramMmuHoTpaHcdepasbl (ACT) u anannHamuHoTpancdepasbl (AJIT) nomkeH ObITh B < 3
paza ot BI'H. VYposenp 1D, ACT u AJIT B < 5 pa3 or BI'H gonyctum npu Hanmmauu

METAaCTa30B B IICUCHU.

PexoMeHmaImm 1mo KOpPEeKIIUM J035I
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Koppekuuro 103pl mepel MOBTOPHBIMHM IUKIAMU  CIHEAYET HPOBOAUTH, OCHOBBIBIAICH HA
HanmOoJee HU3KOM M3 T'€MaTOJIOTMYECKUX TOKa3aTeNedl WM Ha MaKCUMalIbHO BbIpaXCHHOU
HEreMaTOoJIOTMYECKON TOKCUYHOCTH B TEUEHHE MPEABIAYILEr0 LIUKJIA JICUeHHs. JIeueHne Moxer
OBITb OTJIOXKEHO C I1IENbI0 BOCCTAHOBJIEHUA OT MpOsiBIIeHUM TokcuuHOocTH. [lo mepe
BOCCTAHOBJICHUA TEpaIlUIO CIEAyeT IPONOJDKUTH B COOTBETCTBUHU C PEKOMEHIAIUAMMU,
MIpUBEACHHBIMU B Tabmumax 1-3, KoTopbie OTHOCSTCS K MpUMEHEeHHIo nipenapata [lemetpekcen

B MOHOTCpaIluru UJjiu B KOMGI/IHaLII/II/I C NUCIITIaATUHOM.

Ta6auna 1. Pe:xxum no3upoBanus nemerpexcena (IpyM MOHOTEPANIMH WM NIPH

KOMOMHHMPOBAHHOM Tepanuu) U HUCIJIATHHA

I'emaTrosioruyeckass TOKCHYHOCTD Koppekuus 10361 (Mr/m?2)

MuHuManeHoe a0CoIOTHOE yucio | 75 % ot npensiayuieit no3wl ([lemerpekcen u
HelTpodunoB < 500/MM® M MUHMMATbHOE | IUCTIIATHH)

YHCIIO TPOMOOIIMTOB > 50000/mMm>

MunumanbHoe 4ucio TpoMOomuToB < | 75 % oT mpenbiaymeii o361 ([lemerpekcen u
50000/MM>, HE3aBHCHMO OT MMHUMAJIBHOTO | LCILIATUH)

a0COJIFOTHOTO YKciia HEHTpoHiIoB

MunumanbHoe yucio TpoMmOomuToB < | 50 % oT mpenbiaymieii o036l ([lemerpekcen u
50000/MM> ¢ KpoBOTEUEHHMEM?, HE3ABUCUMO | LMCILIATUH)
OT MHUHUMAJIBHOTO aOCOJIOTHOTO YHCIa

HEUTPOHUIIOB

# DTH KpUTEPUU COOTBETCTBYIOT ONPEAEICHUIO KPOBOTEUEHHUS > 2 CTENIEHU B COOTBETCTBUU C
O6mumu kputepusMu TouHoctu HanmonansHoro nactutyra paka (NCI-CTC).

[Ipu pa3BUTHM HETEMATOJIOTMYECKON TOKCHYHOCTH (32 UCKITIOUEHUEM HEHPOTOKCHYHOCTH) > 3
CTETEHHU, JIEYeHHe  HEeoOXOAMMO  OTJIOXKHUTh 1O  BOCCTAaHOBJIGHUS  IIOKa3aTeneil,
COOTBETCTBYIOIIMX YPOBHIO MEHEE WM PaBHOMY YPOBHIO y MallMEHTa 10 Haydaja JEYCHUs.
Janee Ttepamuio HEOOXOAMMO BO30OHOBUTH B COOTBETCTBUM C PEKOMEHIALUSMH,

MPUBEICHHBIMU B Ta0HIIC 2.

Tadauua 2. Pexxum 1o3upoBaHusi neMeTpexceaa (IpU MOHOTepPaNuy WIN NPHU

KOMOMHHMPOBAHHOI TepanuM) U NUCIIATHHA

Heremarosioru4eckas Koppexuus 1036l | Koppexuust 10361 HUCILIATHHA
TOKCHYHOCTHL™? npenapara (Mr/m?)

Iemerpexcen (Mr/m?)

JIro6ast TokcnyHOCTh 3-M win | 75 % ot mpenapinymeit | 75 % ot npeapiayIien 1035l

4-1 CTEIICHU 3a | 1O3bI
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HCKIIIOYCHHMECM  BOCIHAJICHUA

CIIM3UCTON 000JI0YKHU

Huapes, TpeOyromas
TOCIIUTAH3AIHN
(HE3aBHCHMO OT CTEITICHH),

uim jauapes 3-d wim  4-i

75 % ot npenpiaymiei

0351

75 % oT nmpenpiayIen 10361

CTEIEHN

Bocmanenune couzuctort | 50 % ot mpenpiaymeid | 100 % ot npenpiayieit 10361
obonoykn 3-i wid  4-U | Do3bl

CTEIIEHU

@ Cornacuo kputepusim NCI CTC;

® 3a BCcKIIOUEHNEM HEHPOTOKCHYHOCTH.

B ciydac HCﬁpOTOKCH‘IHOCTH PEKOMCHAOBAaHHAA KOPPEKIUA NO3bI IIpCIiapaTta HeMeTpeKcez[ n

LUCIIaTHHA TIpeAcTaBieHa B Tabmune 3. [lpu Heiporoxcumunoctu 3-M mnm 4-if creneHH

JedeHne He0OX0IMMO IPEKPATHTh.

Tab6auna 3. Pe:xxum 1o3upoBanus neMerpexkcena (IpyM MOHOTEPANIMHA WM NIPH

KOMOMHHPOBAHHOM Tepanuu) U NUCIUIATHHA

0351

Crenensp Koppexuus no3b1 | Koppeknusi 103b1 HUCIIATHHA
HEeNPOTOKCUYHOCTH? npenapara (Mr/m?)
Iemerpexcen (Mr/m?)
0-1 100 % ot npenpiaymeit | 100 % ot npenpiayieit 10361
J103bl
2 100 % ot mpenpiayment | 50 % ot nmpeaslayien 1036l

# Cornacno kpurepusim NCI CTC.

Tepammio mpemapatom Ilemerpekcen ciemyeT OTMEHHTb, €CIM Yy MAalMEHTa HaOIrogaeTcs

reMaToJoTHYeCKas WM HEreMaTOoJOTHYeCKass TOKCHYHOCTh 3-i mMian 4-M CTEIeHu Iocie ABYX

CHIDKEHUH 1036l Tepanuro cieayeT HeMeAJIEHHO IPEKPAaTUTh ITPH HATMYUHN HEHPOTOKCUYHOCTH 3-

W Win 4-U CTEIEHN.

Oco0rIe T'PYHIIBI TAITMCHTOB

Hal/;l/leHWIbl noJHCUs1020 so3pacma

HpI/I MPOBCACHUHN KIIMHUYCCKUX I/ICCJIGIIOBaHI/Iﬁ HE OBLIO MOJIYYCHO JAaHHBIX O IMOBBIIICHHUN

pUCKa pa3BUTHsl HEXEJATEIbHBIX SBJICHHM Yy MalMEeHTOB B Bo3pacTe 65 JIeT W cTrapiie Io




ot 08.08.2025 N2 19777

(NMOCNEOQBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

= RS

CPaBHEHHUIO C MAIIMEHTaMU B Bo3pacte A0 65 neT. PESKUM CHIKEHI {03 COOTBETCTBYET OOIIHUM
PEKOMEH/IALIUSIM.
Iayuenmsi ¢ HapyweHuem yHKyuu novex
[Mpemapar Ilemerpekcen B OCHOBHOM BBIBOJMTCS B HEHU3MEHHOM BHJIE MMOukamu. [lpum
MOKa3aTesiX KIMpEeHca KpeaTMHHUHa He >45 MII/MUH KOppeKIus [03bl He TpelyeTcs.
[TanmenTam, y KOTOPBIX KIMPEHC KpeaTUHUHA MeHee 45 MII/MUH, TIpUMEHEHHE MeMeTpeKce1a
HE PEKOMEHIYETCS B CBSI3U C HEOCTATOYHOCTHIO JAHHBIX IO MPUMEHEHHIO MTperapaTa y Takon
KaTeropuu marueHToB (cM. pasnen 4.3).
Tayuenmol ¢ Hapywenuem gyukyuu neveHu
He Obuto ycranoBneHo B3auMmocBsizu Mexay mnokazatensmu ACT, AJIT wnmmu obmiero
omnupyOuHa U (hapMaKOKMHETHKOW meMeTpekcena. HemocTatoyHo JaHHBIX MO MPUMEHEHHIO
mpernaparta y MaldeHTOB ¢ HapylmieHWeM (YHKIMH IEYSHU C TIOBBIIICHHEM KOHIIEHTPAIUU
OwmpyouHa Oosbme, yeM B 1,5 pasza ot BI'H, w/munm mnoBbIIIEHHEM aKTHBHOCTH
amuHOTpaHcdepas 6obiie, yeM B 3 paza ot BI'H (ipu oTCyTCTBUM MEeTacTa30B B IEYCHH ), UITU
Oombire, uem B 5 pa3z ot BI'H (nmpu Hanmmumm Metacta3oB B IICUYCHH).

eTH
be3onacHocTh u 3pdekTHBHOCTH TpUMEHEHUs Tipenapara [lemMerpekcen y aeteit B Bo3pacte 10
18 net He ycTaHOBNEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnoco0 mpuMeHeHus

BnyTtpusenHo.

[Ipenapat [lemeTpekcen BBOIUTCS B BUJE BHYTPUBEHHOW MH(DY3uHM B TedeHue 10 MUHYT B
MIEePBBIN ACHb KaXK0TO0 2 1-THEBHOTO IMKIIA.

HNHcTpykuus mo NpuroToBICHUIO pacTBOpa JIEKAPCTBEHHOTO Mpenapara nepea npuMeHeHueM
cM. B pazzene 6.6.

Mepul npedocmopodicHocmu, npuHumMaemvle nepeo npuMeHeHueM npenapama u npu pabome c
HUM

Nudopmanus mo paboTe ¢ HIUTOTOKCHYECKUMH TIperapaTamMu MpuUBeAeHa B pa3zene 6.6.

4.3. IIpoTuBONOKA3AHUSA

— T'unepuyBCTBHTENBHOCTh K MEMETPEKCEeNy WIN JH0O00MY M3 BCIOMOTaTENbHBIX BEILECTB,
MEePEUUCIICHHBIX B pazzene 6.1.

— Muenocynpeccus (abcomroTHOe Komn4aecTBO HEUTpohmioB < 1 500/MM3, TpOMOOITUTOB <

100 000/mm>).

— BrIpaxeHHas modyeuHas HeI0CTaTOYHOCTH (kiupeHc kpearnanHa (KK) < 45 mur/mun).
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— bepeMeHHOCTB, MepUo] TPYTHOTO BCKAPMIIMBAHUS (CM. pasici 4.6).
— Jlerckuii Bo3pacT (OTCYTCTBYIOT JJaHHBIC 0 0€301macHOCTH U () PEKTUBHOCTH).

— OJHOBpEeMEHHOE MPUMEHEHHE C BaKIIMHOM MPOTHUB JKENTOM JIMXopanku (cM. pasnen 4.5).

4.4. OcoOble yka3aHusl M1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

— Ilpu HapymieHnu QyHKIUH ITEYCHH;
— Ilpu TsKenbIx 3a001€BaHUSIX CEPACUHO-COCYUCTON CUCTEMBI, B TOM YHCIIE UH(PAPKTE
MHOKap/a U HApyLUIEHUH MO3TOBOTI0 KpPOBOOOpAILlEHHS.

Oco0rbIe YKa3aHus

[lemetpekcen MOKET MOAABIATH (YHKIHMIO KOCTHOTO MO3Ta, 4TO TMPOSBISETCS B (opme
HEUTPOTICHUH, TPOMOOIMUTONEHUN W aHeMHuHu (WM TMaHOuTONeHun) (cMm. paszaen 4.8).
Muenocynpeccusi SBIAETCS TO30JUMUTHUPYIOLIEH TOKCUYHOCTBIO memeTrpekcena. llepen
KOKIbIM BBEJACHHEM IEMETpeKceAa HEOOXOAMMO MPOBOAWTH OOIIMK aHamu3 KpPOBU C
MIOJICYETOM JICUKOIIUTApHOH (POPMYIIBI U KOJIMYecTBa TpoMOoLuTOB. IlemMeTpekces] He clieayeT
MPUMEHTh JI0 TE€X IOp, MOKa a0COJIOTHOE YHUCIO HeUTpogmioB He pocturHer >1500
KIETOK/MM’, a YHCIIO TpomboruToB — >100000 kiaeTok/MM>. CHUKEHHE 03B B HaYaje
OUYEPEIHOTO IMKJIa OCHOBBIBAETCS Ha HauMeHbIMX 3HadeHusx AYH, uuciaa TpoMOOIIMTOB U
MaKCHUMAaJIbHOW HEreMaTOJOrMYECKOW TOKCHUYHOCTH, KOTOpbIE HAOMIONAIHNCh B MPEIbIIYyIIEM
nukIie Tepanuu (cMm. pazaen 4.2).

B Tex cnmyuasix, Korja npoBoAwiiach mpeMenukanus (HonreBoi KUCI0TOM U BUTaMUHOM Bia,
OTMEYAJINCh MEHbIIAs TOKCUYHOCTh M CHWIKEHUE 4YacTOTBl I'€MaTOJIOTMYECKOM U
HEreMaToJIOrMYecKOl TOKCHUYHOCTU cTemeHu 3/4, Takoil kak HelTponeHwus, (eOpuibHas
HeliTporieHust U uHGeKMs ¢ Heitporienueit crenenu 3/4. IlosTomMy Bcex MAIMEHTOB,
MPUHUMAIOIINX TEPANUIO IEMETPEKCEIOM, CIeAyeT IPOMHCTPYKTUPOBATH 110 MTOBOJly IIpUEMa
(donreBoi KUCIOTHI M BUTaMUHA Bi2 B kKadecTBe MpOo(UIAKTUYECKOW MEpbl ISl CHUKEHUS
TOKCUYHOCTH, CBSI3aHHOM ¢ Tepamnueil (cM. pazaen 4.2).

VY mnauMeHToB, HE MNOJIYYaBUIMX MPEMEIUKALMIO TIOKOKOPTHUKOCTEPOUJOM, OTMEYAIUCh
KOXHble peakuuu. llpemenukanus nekcaMeTa3oHOM (MM 3KBUBAJCHTHBIM IPEMapaTOM)
MOXET CHU3UTh YACTOTY U CTEMEHb TSHKECTH KOXKHBIX peakiuid (cM. pazzaen 4.2).

Bb110 M3yueHO HEOOCTAaTOYHOE KOJMYECTBO MALMEHTOB C KIMPEHCOM KpeaTMHUHa HUXke 45
wi/muH. IlosToMy mnpumenenue mnpemnapara Ilemerpekcen y MNalmUMeHTOB C KIMPEHCOM

KpeaTuHUHA <45 MJI/MUH HEe pekomeHayeTcs (cM. pazaen 4.2 u 4.3).
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VY nanueHToB ¢ MOYEYHOM HENOCTATOYHOCTHIO JICTKOW MM YMEPECHHOW CTCICHH (KIUPEHT
KpeatuHuHa OT 45 mo 79 mu/muH) cnemyer uzberath npumeHeHuss HIIBII, Takux kak
ubynpodeH u anerwicaauuuioBas kuciora (>1,3 r/cyTku), B TeueHHE JABYX IHEH mepen
MpUMEHEHHEM TIEMETPEKCcea, B ICHh IPUMEHEHHUS M B TEUCHHE JIBYX JIHEH MOCIIe TPUMEHEHHS
neMerpekcena (cM. pazzaen 4.5).

VY manueHToB ¢ MOYEYHOM HEJTOCTaTOYHOCTBIO JIETKOW WM YMEPEHHOH CTENEeHH, KOTOPhIM
I0Ka3aHa Tepanus nemerpekcenoMm, npumenenue HIIBII ¢ mrensHbBIM mepuoaom
MOJTYBBIBE/ICHUST JIOJDKHO OBITH TMPEKPalieHO Kak MHHAMYM 3a TSTh JHEH 10 BBEICHHS
NeMeTpeKcesla, B J€Hb BBEACHUSA M B TEUEHHE KaK MHUHHMMYM [BYX JHEH IOCJIE BBEICHMS
nemeTpekcena (cm. pazzaen 4.5).

[Ipu MoOHOTEepanmuu MEMETPEKCEeOM MJIHM MPH €ro MPUMEHEHHH B KOMOMHAIMM C JAPYTUMH
XMUMHOTEPANEBTUIECKUMH TperapaTaMi OTMEUYAIUCh CEPhE3HBIC SIBJICHHUS CO CTOPOHBI TIOYEK,
B TOM YHCJI€ OCTpasi 0YE€YHAs HEAOCTaTOUYHOCTh. [Ipy 3TOM y MHOTMX MAIlMEHTOB, Y KOTOPBIX
OHU HaOI01aMHCh, ObUTH (AaKTOPHI PUCKA PA3BUTHUS SIBICHUI CO CTOPOHBI ITOYEK, B TOM YHCIIE
00e3BOKMBAaHUE WM YK€ HMeroumecs rumnepTeHsus wim  auaber.  CormacHo
MOCTMApKETHHTOBBIM JIAHHBIM, TIPY IPIMEHEHUH TIEMETPEKCe/1a B KaueCTBE MOHOTEPAITUH HITH
B KOMOMHALINY C IPYTHUMHU XUMHOTEPaNeBTUYECKUMH MpenapaTaMu TakkKe OTMEYaIiCh ClIydau
pa3BUTHsI HEPPOrEHHOTO caxapHOro AMabeTa U HEKpo3a MOYEUHbIX KaHAJIbIEeB. BONIbIIMHCTBO
CllydyaeB pa3pellajnch Iocie TpeKpalleHus MpUMEHEHHs rneMeTrpekcena. HeobOxoaum
PETyJISPHBII KOHTPOJIb 32 COCTOSTHUEM ITAllMEHTOB Ha TIPEAMET Pa3BUTHS OCTPOTO TyOyIJIIPHOTO
HEKpO3a, CHKEHHsI (DYHKIIUH ITOYEK U IPU3HAKOB U CUMIITOMOB HE()POT€HHOI'O HECAXapHOTO
nuabera (Hanmpumep, TUIepHATPUEMUHN ).

BnusiHue TkaHeBOW KHMIKOCTH, HAIPUMEp, IJICBPAIBLHOTO BHINIOTA MM aclluTa, HA JCHCTBHE
neMeTpeKcena 10 KOHIIa He OIpe/esieHo. B Xo/e KIIMHUYeCKUX HCCIIeJOBAaHNH Y TTAIIEHTOB C
COJIMJIHBIMU OITyXOJISIMH YCTOHYHMBOE CKOIUIEHHE TKAHEBOH JKUAKOCTH HE OKa3bIBAJIO BIMSHUSA
Ha IUIa3MEHHYI0 KOHLEHTPAIUIO WM KJIMPEHC IeMeTpeKce/1a 0 CPABHEHHUIO C MAI[eHTaMu 0e3
CKOIJICHUS TKAaHEBOM >KuakocTH. Takum o0pa3oM, cileayeT pacCMOTPEeTb BO3MOXKHOCTH
JIPEHUPOBAHMS CKOTMBIICHCS KUIKOCTH TIEpe]l HAaJaJIOM TEparuy MEMETPEKCEI0M, OJIHAKO
OHO MOET HE MOHATOOUTHCS.

BBuay xenya04HO-KHIIEYHON TOKCHYHOCTH NEMETPEKCcea, MPUMEHAEMOro B KOMOUHAINHY C
LUCIIATUHOM, HaOI0Aa0ch CHiIbHOE 00e3BoxkuBanue. [lanmentam nommkHa ObITh IPOBEIEHA
MPOTHBOPBOTHASI Tepamnus, a Takke oOecreyeHa aJeKBaTHas TUApaTalus 10 W/HIU HOoCie

Tepanuu.
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Cepbe3HbIe CepACYHO-COCYIUCTHIE COOBITHSI, B TOM UHCIE HHPAPKT MAOKAPIA U HAPYITCHIT
MO3TOBOTO KpOBOOOpaIleH!sI, HaOII0JAIUCh HEYACTO B XOJI¢ KIMHMYCCKHX HCCIICIOBaHUI
NEMCTPCKCEAa, KaK IpaBHuJIo, Ipu MPUMCHCHUHA B KOM6I/IHaI_II/II/I C APYIr'uM HHUTOTOKCUUCCKHUM
MpernapaToM, IMpH 3TOM B OCHOBHOM Y TMAIIMEHTOB C ()OHOBBIMHU (DaKTOpaMH PHUCKA CEPIICYHO-
COCYIIMCTHIX 3a00seBanuii (cM. pazzaen 4.8).

[TockobKy COCTOSTHHE IMMYHOCYITPECCUH PACIIPOCTPAHEHO Y OHKOJIOTHUECKUX MTAIUCHTOB, HE
PCKOMCHAYCTCA COIYTCTBYIOIIAA BaKIIMHAIHWA JKUBBIMU ATTCHYUPOBAHHBIMU BaKIIMHAMU (CM.
pasnensi 4.3 u 4.5).

BBuy TOrO, 9TO MEMETPEKCET MOXKET BHI3BIBATH TCHETHUECKUE HAPYIICHUS, ITOJIOBO3PEIBIM
MY>KYMHaM HE PEKOMEHIYETCS CTAHOBUTHCS OTIIAMU Ha MPOTSKCHUU TEPAITUU IEMETPEKCEIOM
1 710 3 MecsIeB nocie Hee. PeKoMeHyeTcs HCIOIb30BaTh HAJIE)KHBIE METO/IbI KOHTPAIICTIIIUN
WM BO3ACPIKUBATLHCA OT IIOJIOBOM >KWU3HH. BCJ'IGI[CTBI/IG TOro, 410 MHNCEMETPCKCEO MOXKET
BBI3BIBATh HEOOpATHMOE OECIIONEe, MYKUYNHAM PEKOMEHIYETCS PaCCMOTPETh BO3MOKHOCTh
COXpaHCHHS CIICPMBI JI0 HayaJia TeparuH.

>KGHH_II/IHI:I B ICTOPOAHOM BO3PACTC JOJIPKHBI HPUMCHATH HAACKHBIC MCTOAbI KOHTPALCIIIUU BO
BpeMs TEpaIiK IEMETPEKCEIOM U B TEUCHHE 6 MECSIIEB TOCIIE €€ 3aBeplIeHus (CM. pasnen 4.6).
OTMeyanuch citydau JTy4eBOTr0 MHEBMOHUTA Y MAITUEHTOB, TIOTYYaBIINX JYYEBYIO TEPAIHIO 10,
BO BpeMsl WIH TIOCJIe TEepaluy MeMeTpeKceJoM. TakuM MalueHTaM JIOJKHO OBITh YIEeIEeHO
ocoboe BHUMAaHHE; clenyeT c OCTOPOKHOCTBIO MPUMCHSITh IpyTHEe
PaznoCeHCUOMITH3UPYIOIIUE TTPETIapaThl.

VY TmanueHTOB, MPOXOMUBIIMX JIYYEBYIO TEpalui0 HECKOIBKO HEAedb WM JIeT Hazaj,
OTMEYAJIMCh CIIy4au PelyinBa NOOOYHBIX SBJICHUHN JIy4eBOW TEpaITUH.

BcrniomorarenbHBIC BEIIECTBA

Hanneni npenapar [lemerpekcen, 100 mr, mnogumu3aT 1i1si IPUTOTOBJICHUST KOHIIEHTpATA JUIS
MIPUTOTOBJICHUS pacTBOpa M1t HHQY3uH, cofepkut meHee 1 mmons (11 Mr) HaTtpust Ha (hJIaKkoH,
TO €CTb 10 CyTH HE COJEP>KUT HATPUH.

Hannsnii npenapar [lemerpexcen, S00 mr, nuoguau3aT 11l IPUTOTOBJICHUS KOHLIEHTpATAa JUIs
MIPUTOTOBIICHHS pacTBOpa Jsi WHPY3HHA, conepuT 2,4 MMoib (54 Mr) Hatpust Ha (IIaKkoH.
Heo6xoauMo y4uThIBaTh NallMEHTaM, HaXOASIIMMCS Ha JUETe C OrPaHMYEHUEM MTOCTYIICHHS

HaTpHUSL.

4.5. B3aumoaelicTBHe ¢ JAPYIMMH JIeKADCTBEHHBIMH INpenapartamMH M Jpyrue BHIbI

B3auMOIeHCTBUA
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IlemeTpekceq B OCHOBHOM BBIBOJUTCS B HEU3MEHHOM BHIAE I[TOYKAMH ITOCPEACTBOM
KaHAJBIEBOM CEKpEellMu U, B MEHBIIIEH CTENEeHH, TOCPEICTBOM KITyOOUKOBOM (PUIBTpALIHH.
CoBMmecTHOE  TpUMEHEHHME C  HE(PpPOTOKCHMUHBIMH  TpenapaTtamMu  (TakKMMH,  Kak
AMUHOTJIMKO3H/IbI, IIETJIEBbIE» JUYPETUKH, IJIATUHOCOIEPIKaLIe MPenapaThl, HUKIOCIIOPHUH)
MOXXET MPHUBECTH K CHIDKEHUIO KiHMpeHca mneMerpekceaa. Creayer ¢ OCTOPOXHOCTHIO
MPUMEHITh TaKue TMpenaparbl B KOMOHMHAIIMM C TEMETPEKCEeIOoM, MPH HEoOXOTUMOCTU
TIIATEIBHO CIEANTH 3a KIMPEHCOM KPEaTHHUHA.

CoBMecTHOE TNpPUMEHEHHE IIPEnapaToB, KOTOPHIE TaKKE€ BBIBOAATCA IOCPEICTBOM
KaHAJIBIIEBOM CceKkpeuuu (Hampumep, NpoOCHeNH ], TEeHUIWIIINH), MOXXET TPUBECTH K
CHIDKCHHIO KIHUpeHca mneMmerpekcena. CiemyeT ¢ OCTOPOXKHOCTBIO MPHUMEHSATH TaKUe
npenaparsl B KOMOMHAIIMKM C MEMETPEKCEeIOM, NMPH HEOOXOAWMOCTH TIIATEIBHO CIEAUTH 3a
KJIMPEHCOM KpeaTHHHHA.

Y manMeHToB ¢ HopmanvHou ¢hyHKyueu noyex (KIUpEeHC KpeaTuHuHa > 80 MII/MUH)
MIPUMEHEHHE HECTEPOUTHBIX TPOTUBOBOCTIaNuTENbHbIX penapatoB (HIIBII) B Beicokux q03ax
(marmpumep, ndynpogena 6onee 1600 Mr/cyTky UK alleTUICATMLIMIOBOM KUCIOTHI 60see 1300
MTI/CYTKH) MOXXET TPHUBECTH K CHIDKEHHIO KJIMpEHCa IeMEeTpeKcena W, Kak CIEICTBUE,
MOBBICUTh YaCTOTY HEKEeIaTeJIbHBIX SBJICHHUM NMpU MpUMEHEHUU nemerpekcena. Cremyer c
octopoxkHOCThI0 TpuMeHaTs HIIBII B BbICOKMX J03aX OJHOBPEMEHHO C MEMETPEKCEIOM Y
MAIMEHTOB ¢ HOPMAJIbHON (PyHKLHMEH Mmouek (KIUpeHe KpeaTnHuHa > 80 MI/MUH).

VY nanueHToB ¢ noueynotl Hedocmamounocmoio Jierkon wim ymeperroi crenenu (KK ot 45 1o
79 mu/mMuH) cneayer u3beratb OJHOBpeMEeHHOro mnpuMmeHeHus nemerpekcena ¢ HIIBIT B
BBICOKHX J103aX B TEUCHHE JIBYX JHEU Mepe MpUMEeHEHUEM MeMEeTpeKce a, B IeHb MPUMEHEHUS
U B TEUEHHUE ABYX JIHEU IOciIe IPUMEHEHUS ieMeTpekcena (cM. paszuen 4.4).

BBuay oTCyTCTBHS JaHHBIX O BO3MOKHOM B3aUMOJIECUCTBUM Mexay nemerpekcenoM u HITBIIT
C JUIMTEIBHBIM NEPUOAOM TOJIYBBIBEJCHHS, TaKUMU KaK MHUPOKCHKAM WIH POdeKoKcHoO,
OJIHOBPEMEHHOE MPUMEHEHHE STUX IMPEnapaToB ¢ MEMETPEKCEIOM Yy MAIlIeHTOB C MOYEHYHON
HEJIOCTATOYHOCTBIO JIETKOM WJIM YMEPEHHOM CTEIEHHU CIIENyeT IPEKPaTUTh Ha CIIENYIOLIUN
MEepHOJ] BPEMEHU: KaK MUHUMYM IATh JTHEH 10 BBEJCHUS IEMETPEKCEA, B IEHb BBEJICHUS U B
TEYEHHWE KaK MUHUMYM JIBYX JHEH Iocje BBeIeHHUs neMmerpekcena (cMm. pazaen 4.4). Ecnu
Tpebyercs coBMectHoe mnpumeHeHue HIIBII u memerpekcena, y mamMeHTOB JOJDKEH
MIPOBOAMUTHCS] CTPOTUN MOHUTOPUHT MPOSBICHUM TOKCHYHOCTH, OCOOCHHO MHUENIOCYIIPECCUU U
TOKCUYHOCTH CO CTOPOHBI kenyAouHo-kumeuyHoro tpakra (OKKT).

[lemerpexcen monBepraeTcs OTPAaHUYCHHOMY METa0OIM3My B II€YEHH. Pe3ynbTarsl

WCCIIeIOBAaHUM in Vitro ¢ TPUMEHEHHEM MHUKPOCOM IMEYEHU 4YelOBeKa IOKa3ald, YTO He

10
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OXUOacTcsa KINMHUYECKU 3HaA4YuMOI'O I/IHFI/I6I/Ip0thl/l}l HEMCTPCRCCAOM  MCTdOOJINHCCKOI'O
KJIMpEHca IpenapaTtoB, KoTopele MeTabonusupyrorcs usopepmentamu CYP3A, CYP2DG6,

CYP2C9, CYPIA2.

BSaHMO)IGﬁCTBHH, 06IlII/I€ JJIA TUTOTOKCUYCCKUX ITPEIIapaToB

N3-3a  BbICOKOTO pucKa TpomMOOOOpa3oBaHUS y MALMEHTOB C  OHKOJOTMYECKUMU
3a00JIeBaHUSMHU YACTO MPOBOUTCS aHTUKOATYJISIIMOHHAS Tepanusl. Bbicokast ”HIUBUTyalbHas
BapuabeNbHOCTh COCTOSHHUSI CBEPTHIBAIONICH CHUCTEMBl KPOBH B TEeueHHE 3a00JCBaHHS U
BO3MOXKHOCTh ~ B3aMMOJICHCTBUS  MEXKAYy  IEpPOPATbHBIMU  AHTUKOATYJISIHTAMH U
MMPOTHBOOITYXOJIEBOH XUMUOTEpANUEH TPEOYIOT MOBBIMICHHOW 4acTOThl MOHUTOprHra MHO
(MexayHApOIHOE HOPMAJIM30BAaHHOE OTHOIICHUE), €CIM MPUHUMAETCS PEIICHHE O JICUCHUU
MalUeHTa MEePOPATbHBIMU AaHTUKOATYJITHTAMH.

IIpomusonokasano ooHo8pemenHoe npumereHue: BaKIMHa IPOTUB JKEITON JIMXOPATIKU BBUTY
pHYCKa reHepaTM30BaHHON BaKIIMHAIBHOM 00JIE3HU C JIETAILHBIM UCX0JI0M (CcM. pasnen 4.3).
He pexomenoyemcs oonospemennoe npumeneHue: XUBble aTTCHYUPOBAHHBIC BAKIIUHBI (KpOME
BAKIMHBI TPOTHB JKEATOM JMXOpaJKd, C KOTOPOH OJHOBPEMEHHOE MPUMEHEHUE
MIPOTUBOIIOKA3aHO) BBHJY pPHUCKA CHCTEMHOTO 3a00J€BaHUS C BO3MOXKHBIM JIETAIbHBIM
HCXOJIOM.

Puck moBsbIaeTcs y MalyueHTOB ¢ YK€ UMEIOIIEHCs MMMYHOCYTIpEcCHel n3-3a ux (hOHOBOTO
3aboneBanus. CiaenyeT MPUMEHSITh HHAKTHBUPOBAHHBIC BAKIIMHBI, €CJTH TAKOBBIE CYIIECTBYIOT
(mommomuenut) (cM. pasaen 4.4).

dapMaKOKMHETHKA TIEMETPEKCea He U3MEHSCTCA MPH MPUMEHEHHH ¢ (HOIMEBON KHUCIOTOMN
MepopaibHO, BUTAMUHOM Bi2 BHYTPHUMBIIIEYHO M MPH KOMOMHHPOBAHHOM MPUMEHEHUH C
LUCILJIATUHOM.

[lemeTpekcen HECOBMECTUM € paCTBOPaMU, COAEPIKALMMU KaJIbLIMH, B TOM YUCIIE C PACTBOPOM
Punrepa nakrara u pactBopom Punrepa. B oTCyTCTBUM MHBIX UCCIEAOBAHUN COBMECTUMOCTH

NEMCTPEKCEA HEC CIICAYCT CMCUINBATDL C APYTI'UMH JICKAPCTBCHHBIMU ITpCIIapaTaMu.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS

JKeHIIMHEI ¢ IETOPOAHBIM ITOTSCHIIUAIOM (KOHTDaHeHHI/IH Y MYKYHMH U }KGHH_II/IH)

Ilemerpekcen MOXKET BbI3bIBATH T'€HETHMUYECKHE HapylleHus. JKEHIIMHBI B JETOPOJHOM
BO3pAacTe JOKHBI MOJIb30BATHCSA 3(PPEKTUBHBIMU METOAAMHU KOHTPALEHIMM B XO/I€ Teparnuu
IIEMETPEKCEIOM U B TeueHHe 6 MecsleB nocie e€ 3aBepuieHus. [lomoBo3pensiM MyXunHaAM
CIIETyeT HCIOJIb30BaTh HAJAEKHBIE CpPEJCTBAa KOHTpALENIUU, TaK KaK HE PEKOMEHAYEeTCs

CTAaHOBUTHCA OTHAMHU Ha NPOTAKCHHUU TCpaIlu U 10 3 MCCAIECB IOCJIC €€ 3aBCPUICHU .

11
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bepemeHHOCTh

JlanHble TO TPUMEHEHHUIO TeMeTpeKceda y OepeMEeHHBIX J>KEHIIHMH OTCYTCTBYIOT, HO
MpeaIoiaraeTcsi, 4To OH, KaK U JPyrHe aHTUMETa0OJHUTHI, MOXKET BHI3BIBATH CEPHE3HBIC
BpPOKICHHBIC Je(DEeKTHl MPU NMPUMEHCHHH BO BpeMsi OEpEeMEHHOCTH. B uccliejoBaHMAX Ha
YKUBOTHBIX HA0JII0JAI0Ch TOKCHUECKOE JIEHCTBUE HAa PENPOTYKTUBHYIO (PYHKITHIO.
[TemeTpexcen He clieqyeT IPUMEHATh BO BpeMs OepeMeHHOCTH (cM. pazaen 4.3).

JlakTrarus

HewusBecTHO, BBIIEISAETCS JIM TIEMETPEKCE] B TPYJHOE MOJOKO, TaK YTO HEJIb3sl HCKIIOYUTH
HEeXeJaTeIbHBIX PEeaKIui y TPy IHOTO peOCHKa.

Bo Bpems neuenus npenaparom [lemerpekcen crneayer NpeKpaTuTh rpyJHOE BCKAPMIIMBaHUE
(cm. pazzen 4.3).

DdepTiIbHOCTD

BcenencrBue Toro, 4to Tepamnus IEMETPEKCEI0M MOKET BBI3BIBATH HEOOpAaTHUMOE Oecriionue,
MYy>KUMHAM PEKOMEHAYETCS PacCMOTPETh BO3MOXKHOCTh COXPAHEHHs CHEpPMBI 10 Hayana

Tepamuu.

4.7. BaiusiHue HAa CIOCOOHOCTH YNPABJATH TPAHCMOPTHBIMHU CPeICTBAMU U PadoTaTh C
MeXaHU3MaMH

Brusuue NEMCTPCKCEAa Ha CHOCOGHOCTB YHOpaBJIATh TPAaHCHIOPTHBIMU CpCACTBAMU HE
m3yyajgocb. OpHAKO OTMEYAJIOCh, YTO TEMETPEKCEI MOKET BBI3BIBATh IOBBIIIICHHYIO
yTomisieMocTh. [1oaToMy manueHToB, y KOTOPBIX HAa0II01aeTCs MOBBILIEHHAS YTOMIISIEMOCTb,
ClelyeT TMpeAocTepedb OT YNpaBieHHs TPAaHCIOPTHBIMU CpPEACTBAMH M PabOTHI C

MECXaHU3MaMu.

4.8. HexxestaTtesibHbIE peakmum

Pesrome mpoduist 6e3onacHOCTH

Haunbonee pacnpocTpaHEHHBIMH HEKEIATEIbHBIMU SIBICHUSIMH, CBSI3aHHBIMH C TEpamuei
MIEMETPEKCEIOM (B Ka4eCTBE MOHOTEPANUU WM B KOMOMHUPOBAHHOW TepaIuu), SIBISIOTCS:
NOJIaBI€HNEe (YHKLIUU KOCTHOIO MO3ra, MpOSIBIAIOLIEECS B BHUJE AHEMUH, HEHUTPOINEHUH,
JEUKONCHUH, TPOMOOLUTONCHUH; KEIyJOUYHO-KUIIEYHAsT TOKCHUYHOCTb, MPOSBIISIOMIASACS B
BUJIE aHOPEKCHHU, TOLIHOTHI, PBOTHI, AMAPEH, 3amopa, (hapuHrUTa, BOCHAJIEHHS CIU3UCTON
000JI0YKM U cromaruTa. Jlpyrue HekelaTellbHbIEe SBJICHUS BKIIOYAIOT HE()POTOKCHUYHOCTD,

MOBBIIICHHBIA YPOBCHh aMHUHOTpaHC(eEpa3, ajoIelnio, yCTaloCTh, 00C3BOKMBAHHE, CHIIb,

12



o1 08.08.2025 N2 19777

A -

(NMOCNEOQBATENEHOCTE 0002)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

= RS

nH(peknu/cencuc U HehWpomatuio. Peako HaOMFOMATOTCH TAKHUC ABICHIS, KaK CHHIPOM
CruBeHca-/[>koHCOHA ¥ TOKCUYECKUH SMUIEPMATbHBIN HEKPOIIU3.

TabauyHOE pPEe3IOME HEXKENATEIbHBIX PEAKIIUI

Hwxe mpuBeneHBI CBEICHHS O HEXKENATCIIBHBIX SBICHUSX MPUMCHCHHS IMEMETPEKCeIa KaK B
KauecTBE MOHOTEpAIMU, TaK W B KOMOWHAIIMHM C JPYTUMH JICKAPCTBEHHBIMH CPEJICTBAMU
(He3aBHCUMO OT TPUYMHHO-CJICICTBCHHOW CBSI3U), HAOJIOJABINUECS B KIMHHYECKUX
WCCIIEIOBAaHUSIX U B IOCTPETUCTPALIMOHHOM TIEPHOJIE.

HexenarenpHple peakMu TPHUBEICHBI B COOTBETCTBUM C KJIACCAMU CHCTEM OPTraHOB,
MPEJICTABJICHHBIMH B MEIUIIMHCKOM CJIOBape IS HOPMATHBHO-TIPABOBOM JIEATEIBLHOCTH
(MedDRA). B kaxxJ0M Klacce CHCTEM OpPraHOB HEXelaTEeIbHBIC PEaKIUU PACIpeesiCHbl U
MPEICTaBICHBl MO0 YacTOTe pa3BUTHUsSA: O4eHb yacTo (> 1/10), wacto (> 1/100, HO < 1/10),
Hevacrto (> 1/1 000, o < 1/100), penko (> 1/10 000, Ho < 1/1 000), ouens peako (< 1/10 000),
C HEM3BECTHOM YaCTOTOM (YacTOTa HE MOXKET OBITh YCTAHOBJICHA Ha OCHOBAHHH JIOCTYITHBIX
JAHHBIX ).

Hwmxe mpencTaBieHbl HEXeNaTENbHBIC SBICHHUS Pa3HOW CTENICHH TSDKECTH, HE3aBUCHMO OT
MIPUYUHHO-CJICJICTBEHHOMN CBSI3M, HAOMIOJaBIIMECS B XOJI¢ KIIMHUYCCKUX UCCIICOBAHUNA TIPU
MIPUMEHCHHH TIEMETPEKCe1a B CPABHEHHH C JIOLIETAKCEIOM, TIPHU MTPUMECHEHHUHN TIeMEeTpeKce1a B
KOMOWHAIIMH C IIUCIUTATUHOM B CPAaBHCHUU C TEMIIMTAOMHOM B KOMOWHAIIMU C IUCIUIATHHOM,
MpU MPUMEHEHUH TIEMETPeKce1a B KOMOMHAIUHY C [IUCIIATHHOM B CPAaBHEHHH C MOHOTEPAITUCH
IUCIUTATUHOM, TIPU TIPUMEHEHUH TIEMETPEKCea ¢ ONTHMAIILHOM ITOIeP)KUBAOIICH Teparmuen
B CpaBHEHMHM C IUIanedo ¢ ONTUMAJbHOW TMOJJICPKUBAIOIICH Tepanmued ©W B
MOCTPETUCTPAIIMOHHOM TTEPHOJIC:

Hnghexyuu u unéaszuu: odeHn 4acto — nHpekuu', GapuHIuT; 4acTo — CErncuc’; o4eHb PeIKo —
JEPMOTHITOZICPMHUT.

Hapywenus co cmoponul kposu u aumpamuueckoil cucmemol: 04eHb 4aCTO — HEUTPOIICHUS,
JICUKOTICHHS, CHIDKCHHE YPOBHS TeMOIJIOOMHA, Yacto — QeOpuiabHas HEHTpOIeHUs,
TPOMOOIIMTONICHUS, HEYACTO — MAHIUTONCHUS, PEAKO — ayTOMMMYHHAs TeMOJUTHYCCKas
aHEMUS.

Hapywenus co cmoponvl ummynHou cucmemvl: 9aCTO — THNIEPUYBCTBUTCIIBHOCTD, PEIKO —
aHa(UIAKTHYECKHUH 1IIOK.

Hapywenus co cmoponvl obmena éewyecme u numarus: 9acTo — NeTUApaTaIus.

Hapywenus co cmoponsl HepgHOll cucmembl: 9aCTO — HapyIIEHUE BKyca, mepudepuueckas

MOTOpHasl Heliponartus, nepudepuyeckas CEHCOpHasi HelponaTHsl, TOJIOBOKPYXEHHE, HEYACTO
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— OCTpOE HAPYIICHHE MO3TOBOTO KPOBOOOpAIICHHU S, HIMTEMIIECKII HHCYIIBT, BHYTPHUCPEITHOC
KPOBOMBIIUSHUE.

Hapywenus co cmopomnwvl opeana 3perus: 4acTo — KOHbBIOHKTUBHT, CyXOCTb IJ1a3, IOBBIIIEHHOE
CJIE30TEUYCHHE, CYXOl KePaTOKOHBIOHKTHUBUT, OTEK BEK, 3a00JI€BaHUS MOBEPXHOCTHBIX TKaHEH
rjasa.

Hapywenus co cmoponwl cepoya: 9acto — cepJieuHas HeIOCTaTOYHOCTh, APUTMUSI, HEYACTO —
CTCHOKapaus, WH(APKT MHOKapja, WIIeMHYecKas OOJIe3Hb Ceplla, HaKEIyI0YKOBas
apUTMHUSL.

Hapywienus co cmoponst cocy0os: HedacTo — nepudepuueckas HIIeMus-.

Hapywenus co cmoponsi ovixamenbHOoU cucmemsbl, 0peano8 epyOHOU KIemKU U cpedoCmeHUs.:
HEYaCTO — JIerouHas 5MO0JIUs, UHTEPCTUIINAIBHAS THEBMOHHSA Y,

Kenyoouno-kuwieunvie Hapyuienus: O4€Hb 4acTO — CTOMATUT, aHOPEKCHUS, pBOTa, JAMapes,
TOILIHOTA; YaCTO — JIUCIIEIICHS, 3a1op, OOJb B )KUBOTE; HEYACTO — PEKTAJIbHBIE KPOBOTEUEHHUS,
eIy JOYHO-KUIIECYHbIE KPOBOTEUEHHUs, Iep(opalys KULIIEUHUKA, 330(aruT, KOIUT .,
Hapywenus co cmoponbl neuenu u dcenuesbl8o0sAWuUX nymeti: 4aCTO — MOBBIIICHHBIH YPOBEHb
AJIT, nossiienHsli ypoBeHb ACT, penko - renaTur.

Hapywenusa co cmopomnsl kodcu u nOOKON#CHbIX mKaHel: O4eHb YacTO — ChIllb, LIETYIICHHE;
4acTo — TUIEPIUTMEHTals, 3y, MyIbTU(GOPMHAs SpUTEMA, allOTelHs, KPAaTUBHUIIA; PEIKO —
spuTeMa, O4eHb peako — cuuapoM CTuBeHca-J)KOHCOHA?, TOKCMUECKHMIl AMMAepMajbHBII
Hekponus®, meMpurous, OyJIe3HbIi IepMaTHT, NPUOOPETEHHBIH OyJIe3HBIH SMHAEPMOIU3,
SPUTEMATO3HBIH 0TeK®, IICEBIOLEIITIONNUT, IEPMATHT, SK3eMa, HPYPUToO.

Hapywenus co cmoponwvl nouex u Mouesbig00sawux nymeti: 04€Hb 4aCTO — CHIKEHUE KIIUpEHca
KpeaTUHHHA, YBEIMYEHHE ypOBHA KPEaTMHHHA®; 4YacTO — IOYeYHAs HeJN0CTaATOYHOCTD,
CHIDKCHHE CKOPOCTH KITyOOYKOBOW (WIBTpAIK, YacTOTa HEU3BECTHA — HEPPOTCHHBIN
HecaxapHbIi quadeT, HEKPO3 MOYEYHBIX KaHAJIbLIEB.

Obwue HapyweHuss u peakyuu 6 mecme 68e0eHUs: OYeHb YaCTO — yTOMIISIEMOCTh; 4acTO —
MUpeKcusi, 00Jib, 0TEK, OOIb B TPY/IH, BOCMIAJICHHE CIU3UCTON 0O0IOUKH.

Pe3zynomamel 1abopamopHbix U UHCMPYMEHMANbHBIX UCCAE008AHUU: YACTO — TIOBBIIICHUE
ypoBHsI ramma-raytamuintpanchepasst (I'TT).

Tpasmsl, uHMoOKCUKAYUU U OCTIOHNCHEHUS Npoyedyp: HeYacTo — JIy4eBOU 330(arut, JTydeBo
MTHEBMOHMUT, PEJIKO - CIIy4au peluanuBa MoOOYHBIX 3P PEKTOB TyueBOM Tepanuu.

! ¢ meiiTponenueii unu 6e3 Hee

2 nHoraa € J€TaJbHbIM UCXOJ0M

3 — MHOTJa NPUBOJUT K HEKPO3y KOHEYHOCTEH
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4 — ¢ JIbIXaTeNbHOI HEOCTATOUHOCTBIO
> — HabIIOIAIOCH TOJBKO B KOMOMHAIIUHM C [UCILIATHHOM
5. IpenMyIIecTBEHHO HMKHUX KOHEYHOCTEIA.

Coo011eHne 0 Moa03pEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

Baxxno cooOmarh 0 mOJ03peBacMbIX HEXKEIATeNbHBIX pPEAaKIHUIX [OC]e PEeTUCTpaluu
JICKapCTBEHHOTO TMpemapara C LeJdbl0 OO0ECreueHuss HEMpepbhIBHOTO MOHUTOPUHTA
COOTHOILICHUS «II0JIb3a — PHUCK» JIEKaPCTBEHHOTO Mpernapara. MeIuuuHCKUM pabOoTHHKaM
peKOMEHAyeTcsT cooOmarh O JFOOBIX  IMOJ03PEBAEMBIX  HEXENATENBHBIX  PEaKIHAX
JIEKapCTBEHHOI'0 MperapaTa 4yepe3 HallMOHAJIbHbIE CHCTEMbI COOOUICHHS O HeXKelaTelbHbIX
peakuusax rocyJapcTB — 4ieHOB EBpa3uiickoro 3KOHOMHU4ECKOTO COI03a.

Poccuiickas @edepayus

denepanbHas ciryx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (PocsnpasHams3op)

Anpec: 109012, r. MockBa, CnaBstHckast miomaas A. 4, ctp.1

Tenedon: +7 (800) 550-99-03

OnextpoHHas noura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(GOPMAIIMOHHO-TEJIEKOMMYHUKAMOHHOM ceTH «IHTepHEeT»:

http: //www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka

CuMOTOMBI

3aperucTpUpOBaHHBIE CHMIITOMBI NEPENO3MPOBKH BKIIOYAJINM HEUTPONEHUIO, AHEMHIO,
TPOMOOILIUTOTICHHIO, BOCTIATIEHUE CIIU3UCTON 000JI0UKH, CCHCOPHYIO MOJTMHEHPOTIATHIO U CHITIb.
OsxuiaeMble OCIIOKHEHHS EPE03UPOBKH BKITIOYAIOT MOJaBIeHUE (PYHKIIMN KOCTHOT'O MO3Ta,
MPOSIBIISFOIIICECS] HEUTPOTIEHUEH, TpoMOoMTOTIeHHeH 1 aneMueil. Takke MOTYT HaOIIOIaThCS
MPUCOCTMHEHNE HH(PEKINI ¢ JTUXOPaIKOW WiIu 0€3 JIMXOpaaKH, nuapes U (W) BoCajJeHue
CIIM3UCTON OOOOUKH.

Jleuenue

B cayuyae momo3peHus Ha nepeno3upoBKY IpernapaTta cleAyeT perysipHO KOHTPOJIUPOBAThH
o0t ananu3 KpoBH. JleueHne — cuMnroMaTHyecKoe, BKIIOYasi HEMEJICHHOE TIPUMEHEHUE

Kaublus GoJIMHATA.

5. PAPMAKOJIOTHYECKUE CBOHCTBA

5.1. ®apmakoauHaMu4ecKne CBOHCTBA
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dapmakoTepaneBTUUYECKass TIpynna: MPOTHUBOONYXOIEBEIE — CPEACTBE,  aHTUMETA00INTE;
aHaJoru (HONMMEeBON KUCIOTHI.
Kon ATX: LOIBAO4.

Mexanusm aelicTeus

[lemerpekcen sBisSIeTCS MHOTOLEIEBBIM IMPOTHUBOOIYXOJEBBIM aHTHU(ONIATOM, KOTOPBIN
OKa3bIBaeT CBOE JCHCTBHE IMMyTEM HApYyIICHHUS KIFOUYEBBIX (h0JIaT-3aBUCUMBIX META00IHUYECKUX
MPOLIECCOB, KpailHe BaXKHBIX AJIS PEIIMKALIUU KIIETOK.

(DaDMaKOI[I/IHaMI/I‘IGCKI/IG Bd)d)eKTbI

HccnenoBanus in vitro mokasaiu, 9YTO IIEMETPEKCe]] BeIeT ce0s Kak MHOTOLIeIeBOM aHTH(OIAT,
UHTUOHPYSI TUMUAWIATCUHTA3Y (TS), auruapodonarpeykrasy (DHFR),
ruuHaMuapudonykineotuadopmuntpanchepasy (GARFT), koTopbie SBIASIOTCS KIIOUEBBIMH
¢donar-3aBUCUMBIMU  (pepMEeHTaMH TIpH  OMOCHHTE3€¢ THMHUAMHOBBIX U  ITypUHOBBIX
HyKJIeoTH0B. [lemMeTpekce mocTynaeT B KJIETKH € TOMOIIBIO IIEPEHOCYNKA BOCCTAHOBIEHHBIX
(donaToB 1 MEMOpPaHHBIX OEITKOBBIX (HOJIAT-CBA3BIBAIOIINX TPAHCHIOPTHBIX cucTeM. [locTymnas B
KJIIETKY, IeMeTpeKcesl ObICTpo U 3(()EeKTUBHO MpeBpaIlaeTcss B MOJUTIyTaMaTHbIe (pOPMBI C
noMomplo  ¢epmenTa  QommnmonuriyramaTcuHTeTasbl.  [lomurmyramaTtHele  (DOPMBI
3/ICPXKUBAIOTCS B KJIETKAaX W SBILSIIOTCA Oojiee MomHbIMU uHTHOMTOpamMu TS m GARFT.
[MonurmyraMHHUPOBaHUE — 3TO 3aBUCHMBIH OT BPEMEHU M KOHLIEHTPALUH TPOLIECC, KOTOPBIN
BCTPEYAETCS B OIYXOJIEBBIX KJIETKAaX W, B MEHbBIIEH CTENEHH, B HOPMAIBHBIX TKaHAX. Y
MeTaOOJMUTOB,  TOJNYYEHHBIX B  TPOIECCe  MOJUIITYyTAMHHUPOBAHHS,  YBEIHYCH
BHYTPUKJICTOYHBIM TEPUOJ IOIYBBIBEJCHUS, BCIEJCTBUE YETO YBEIMYMBACTCS JCHCTBHE
npenapara B OIyXOJICBBIX KJIETKaX.

[Tpu KOMOMHUPOBAHHOM NPUMEHEHUH MTEMETPEKCe1a M IMCIUIATHHA B UCCIEA0BAHMAX in Vitro

Ha0J110/1aJICsl CHHEPTU3M NIPOTUBOOITYXOJIEBOTO JIEHCTBUSI.

5.2. apmakoKMHeTHYECKHE CBOHCTBA

OI[HOBpeMeHHOC BBCACHUC HHUCIIJIaTHHA HC OKAa3bIBACT BJIHMAHUC Ha (bapMaKOKI/IHeTI/I‘IGCKI/IC
cBOMcTBa rmeMeTpekcena. llpumeHeHne (oiareBoil KHCIOTHI MEpOpaIbHO W BUTaMHHA Bi2
BHYTPHMBIIIEYHO HE BIMSIO Ha (PAPMAKOKMHETHKY ITEMETPEKCea.

Pacopenenenune

[ocTosHHBIA 00BeM pachpesieicHus nemeTpekcena paseH 9 n/m2. Hccienosanus in vitro
nokaszayiu, 4ro okoino 81 % memeTpekcena cBsa3bIBaeTcs ¢ Oenkamu 1miasmbl. Hapyienue
(GYHKIMY TTOYEK Pa3HOM CTETIEHH TSHKECTH HE OKAa3bIBaJIO0 3aMETHOTO BIIMSIHHS Ha CBS3BIBAHHE

NEMETPEKCEOA C OeKaMH I1a3MEl.
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Buorpancdhopmariis

[TemeTpekcen orpaHUYEHHO MMOABEPraeTcsi METadOIN3MY B MEUCHHU.

DJIMMUHALMS

[lemeTrpekcen B OCHOBHOM BBIBOJUTCS MOYKaMu, pu 3ToM oT 70 10 90 % BBeneHHON 103bI
oOHapy»UBaeTcsi B HEM3MEHHOM BHJE B TEUYEHHE MEpBbIX 24 YacoB MOCIE BBEICHUS.
HccnenoBanust in vitro NMOKa3bIBAIOT, YTO NEeMETpeKcel akTHBHO cekperupyercss OAT3
(TIepeHOCUYNKOM OpPraHUYeCKUX aHHOHOB 3). Y MalMeHTOB ¢ HOPMaJbHOH (yHKIMEH Mouek
(xmupenc kpeatuHrHa 90 MJI/MHH) OOLIMI CHCTEMHBIH KIMPEHC MEMETPEeKceaa COCTaBISIEeT
91,8 Mi/MuH, Tepuoa TMOJTYBBIBEACHUS W3 IUIa3Mbl COCTaBiseT 3,5 daca. MexXmanueHTHAs
BapuabeNbHOCTh KJIMpEHca yMepeHHas, coctaBisgeT 19,3 %. Ilmomaap mnox KpuBoi
«xoHueHTparus — BpeMs» (AUC) u MmakcuMalibHas JIa3MEeHHasi KOHIEHTpAaIUs IeMeTpeKcena
YBEJIMYUBAETCS TMPONOPLUOHAIBHO J03e. PapMakOKMHETHKAa IEMETPEKCela OCTaeTcs

HEU3MEHHOHN B TCUCHHE HECKOJIBKHX ITUKIIOB TEpaInu.

6. PAPMAIIEBTUYECKHE CBOVICTBA

6.1. IlepeueHb BcioMoOraTe/ibHbIX BellIECTB

ManHuTON

0,5 M pacTBOp XJIOPUCTOBOAOPOTHOM KUCIOTHI (11t Koppekiuu pH)

nnu 0,5 M pactBop HaTpus ruapokcuaa (s koppexkuuu pH)

6.2. HecoBMecTUMOCTH

IlemeTpekcen HECOBMECTUM € paCTBOPAaMH, COAEPKALMMU KAJIbLUI, B TOM YUCIIE C PACTBOPOM
Punrepa nakrata u pactBopoMm Punrepa. JlaHHBIM JI€KapCTBEHHBIM IIpenapar HE CIEAyeT
CMEIIMBATh C JPYTMMH JIEKAPCTBEHHBIMU IpENapaTaMH, 32 UCKIIOYEHHEM YIOMSHYTHIX B

pazzaene 6.6.

6.3. Cpok rogHocTH (CPOK XpaHeHMs)

2 rona.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPU XPAHEHUH

XpaHuTb IIpH TeMIiepaTtype He Boie 25 °C.

6.5. Xapakrep u conepxkaHue NePBUYHON YIAKOBKHU
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ITo 100 Mr memeTpekcea B O€CIBETHBIN TPO3pavHbIit (PITAKOH U3 CTCKIT THITA I BMCCTHMOCTHIO
10 M1 unm o 500 Mr memeTpekcena B OECIBETHBIN MpO3pavHbIil (IakoH U3 cTekna tuma I
BMECTHUMOCTBIO 50 MJI, YKyHnOpeHHble OpoMOYyTHIIOBOW NpPOOKOH, 0OKaThIil aTtOMHHHMEBO-
TUTACTUKOBBIM KOJIITAYKOM TUTA «Piun-opd».

ITo 1 rakoHy BMecTe ¢ MHCTPYKIIMEH 110 IPUMEHEHHUIO B KAPTOHHOM MavKe.

6.6. OcoOble Mepbl NPEJOCTOPOKHOCTH TNPH YHHUYTOKEHHH MCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara UM 0TX0/A0B, MOJYYEHHBIX MOCJe IPUMEHEeHUs penapara
U Ipyrue MaHUIYJISIHUH C MIPenapaTom

PexoMeHgalmu 1o OpuroTOBICHUIO PACTBOPA AJIs I/IH(bVSI/Iﬁ

1. B xauecTBe pacTBOpUTENS UCHOIB3YIOT TONbKO 0,9 % pacTBOp HaTpus Xjaopuaa.

2. Jlnsa npemnapata 103upoBkoi 100 Mr: 11st moTydeHus: pacTBopa it HHPY3Uid, COIEPKUMOE

¢aaxona (100 mr) pactBopsitot B 4,2 mit 0,9 % pactBopa HaTpus xsopuja (0e3 KOHCEPBAaHTOB)
710 KOHIIEHTpauu 25 mr/mi (mpubau3utenbHo). Kaxapiit GprakoH akkypaTHO B30alTHIBAIOT 10
MOJIHOTO pacTBOpeHus Iuodwminszara. [lodmydeHHbI pacTBOp MOJDKEH OBITh MPO3PAYHBIM;
JOITYCTHMA OTTAJICCIICHITHSI PACTBOPA U I3MEHECHHE IIBETA OT OCCIIBETHOTO JI0 KEJITOBATOTO HITH
3eJIeHOBaTO-keNToro 1peta. Tpedyercs najibHeilllee pa3BeaeHue.

s npenapara n03upoBkod 500 Mr: i mojydyeHHs pacTBopa Julsl MH(Y3ul, comepxumoe

¢naxona (500 mr) pactBopsrot B 20 M 0,9 % pactBopa Hatpust xiopuia (6e3 KOHCEPBAHTOB)
710 KOHIEHTpauu 25 Mr/Mi (IpuOIu3uTensHo). Kaxkpiii GuiakoH akkypaTHO B30aNTHIBAIOT 10
MOJIHOTO pacTBopeHus Juodunuszara. [lomydeHHBI pacTBOp NOKEH OBITH MPO3PAavyHBIM;
JIOITyCTUMa OTaJIeCLEHIIMsI pacTBOpa U M3MEHEHHE 1IBETa OT OECLIBETHOI'O JI0 )KEATOBATOIO WM
3eJIEeHOBaTO-KeNToro 1pera. TpedyeTcss JOMOJIHHUTEIbLHOE Pa3BeleHue.

3. CootBercTByOmU 00BEM MOIYYEHHOTO pacTBOpa mpemapara llemerpekcen HY>KHO
nononHuTenbHO pazBect 10 100 M 0,9 % pacTBopoM HaTpus XJopuaa JUisl HHbEKIUH (6e3
KOHCEPBAHTOB).

4. PacTBOpBI NEMETPEKCENA, IPUTOTOBIEHHBIE COTJIACHO MHCTPYKLUHU BBIIIE, COBMECTUMBI C
CUCTEMaMH JUIsl UH(Y3Ui U3 MOJIMBUHUIIXJIOpUIA U IToJInoiehrHa.

5. Ilepen BBei€HMEM PACTBOP IpenapaTa HEOOXOAMMO OCMOTPETh Ha HATTMUUE MEXaHUUYECKUX
BKJIIOYEHUH M U3MEHEHMe I1BeTa. Henb3s MpUMEHATh pacTBOp B Cllydyae M3MEHEHHs LBETa,
KpOMe >KEITOBATOr0 M 3eJIEHOBATO-KEITOI0 1IBETA, MM HATMYUS MEXaHUYECKUX BKIIOUEHU.

Mepsl IPeI0CTOPOKHOCTH MPU IPUT'OTOBICHUN M BBEJACHHUH

Kak mu npu 06paHIeHI/II/I C ApYIruMH MNOTCHIUAIBHO TOKCUYHBIMU MPOTUBOOITYXOJICBBIMU

npernapaTamu, clieyeT MPOsBISATH OCTOPOKHOCTH IIPU OOPAILIEHUH U TPUTOTOBJICHUH PacTBOPa
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s uHpy3un npernapata [lemerpekcen. PexoMCHAYETCH WCIHOMB30BATh  TEPUaTRH.  ECIN
pactBop mnpemnapata llemerpekcen moman Ha KOXY, CIEAYEeT HEMEIJEHHO M TLIATEIbHO
IIPOMBITH KOXKY BOJOM ¢ MbUIOM. Eciin pacTBop npenapara Ilemerpekcen nmomnai Ha CIM3UCTYIO
000JI04Ky, Clle[yeT TILATeJIbHO MPOMBITH €€ BoAoW. Ilemerpekces He OKa3bIBaeT KOMKHO-
HapbpIBHOrO JeicTBUs. [Ipn moBpexIeHnHn cocyla He CYIIECTBYET CIEHHAIBHOIO aHTHAOTA.
3aQUKCUPOBAHO HE3HAYUTENIBHOE YHUCIO CIy4yaeB TOBPEXKACHUS COCyAa MpPHU BBEICHUU
npenapata [lemerpekcen, KOTOpble HE OLIEHMBAINCh UCCIENOBATENEM Kak cepbesHble. llpu
MOBPEXKICHUH COCY]a HEOOXO0AMMO CJIEIOBATh JOKAJIBbHBIM CTaHJapTaM JICUEHUSI.
Yrunuzanus

Beck octaBmmiics nekapCTBEHHBIN NpenapaT U OTXOAbI CIEAYET YHUUYTOXKUTh B COOTBETCTBUU

C YCTAHOBJICHHBIMU HAIITMOHAJIbHBIM 3aKOHOAATCIILCTBOM TpGGOBaHI/I}IMI/I.

7. AEPKATEJIb PETUCTPAIHUOHHOI'O YAOCTOBEPEHMUSA

Nunus

Xetepo Jlabc Jlumuren

«Xetepo Kopnopetity, 7-2-A2, Unnactpuan Dcreiirc, Canat Harap, Xainapadan — 500018,

Tenanrana, Uaansa

7.1. IlpeacTaBUTENb AEPKATEsI PETHCTPANMOHHOIO YI0CTOBEPEeHHUS

Ilperen3un norpedbuTeneil HaIPaBIATh [0 AAPECY:

Poccuiickas @enepanus

MocKkoBCKO€ MpeACTaBUTEILCTBO KoMIaHuu «Xetepo Jladc Jlumureny (Munus)
109029, r. MockBa, ABTOMOOUIIBHBIN TIPOE3 I, A. 6 cTp. 5

tei./pakc: +7 (495) 981-00-88

e-mail: DrugSafety-Russia@heterodrugs.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA IEPBUYHOMN PETUCTPAIIUU (IIOJATBEPXJIEHUSI PETUCTPAIIMN,
IHEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanyu:

10. JATA IEPECMOTPA TEKCTA
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OOmiasi  xapakTepHCTHKa JIEKapCTBEHHOrO Tmpemapata llemeTpekcen JOCTynmHa Ha
MH(QOPMAIIMOHHOM TopTane EBpa3suiickoro SKOHOMHYECKOTO COK03a B HH(OPMAIIMOHHO-

KOMMYHHKAITMOHHOH cetn «MHTEepHET» http://eec.eacunion.org/.
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