OBILIAA XAPAKTEPUCTHUKA JI

COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 11.07.2025 Nz 17355

- KAPCTBEAHOT O-HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

[Temerpekcen, 100 mr, muodumusar uisi TPUTOTOBJICHHUS KOHIICHTpATa JJisi MPUTOTOBIICHUS

pactBopa ISl HUHPY3HA.

[Temetpekcen, 500 mr, nuoduuu3ar A TPUTOTOBJICHHS KOHIIEHTpaTa AJisS MPUTOTOBIICHUS

pacTBopa ISl HHPY3HIA.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelcTBytoliee BEIECTBO: IEMETPEKCEI.

HCMGTDGKCGZ[, 100 MI, JII/IOd)I/IJII/ISaT JJIA TTPUTOTOBJICHUA KOHIICHTPATa JJIA ITPHUITOTOBJICHUA

pactBopa Juis uady3ui

Kaxnprit ¢dakoH comepkuT HeMeTpeKceaa AWMHATPHs TeNTaruapar, SKBUBaJeHTHbIM 100 mr

MNEeMETPCKCCa.

BcnomorarensHbie BCIICCTBA, HAJIMYUC KOTOPBLIX HAAO YUUTBIBATH B COCTABEC JICKAPCTBCHHOI'O

npenapara: HaTpuii (cMm. paszaen 4.4).

Ilemerpekcen, 500 wmr, J'II/IOd)I/IJ'II/ISaT JJIA ITPUITOTOBJICHHA KOHIICHTPATA AJI IIPHUIOTOBJICHMA

pacTBOopa ajIi I/IHd)VSI/Iﬁ

Kaxnprii (nakoH COAEPKUT MEeMeTpeKceAa AMHATPUS TenTaruapar, dKBUBalIeHTHBIH 500 mr

HIeMeTpeKcea.

BcnoMorarenbHble BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABEC JICKAPCTBCHHOTO

npenapara: HaTpuii (cM. paszaen 4.4).

[Toce BoccTaHOBIIEHUS KA I MJI pacTBOpa COJEPKUT 25 MT nemerpekcena (cM paszzaen 6.6).

ITomHpIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBEACH B pa3Ciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

JIno¢unusar A NPUrOTOBJIEHUS KOHIIEHTpATa JJIsl IPUTOTOBJIEHUS pacTBOpa Uil HHPY3UH.

JIno¢punuzupoBaHHas Macca WM JTHOPHIN3UPOBAHHBIN MOPOIIOK OT OEJIOro IO CBETJIO-XKENITOrO

NI CBETIIO-KEJITOrO C 3€JICHOBATHIM OTTCHKOM IIBE€TA.

4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

HpenapaT HeMeTpeKcez[ ITOKa3aH K IPUMCHCHHUIO ¥ B3POCIbIX.
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
ot 11.07 2025 Mz 173585

(NOCNEOOBATENEHOCTE 0001)

e HeMmenkokIIeTOUHbIN pak JIETKOTO.

[Ipenapar IlemeTrpekcen B KOMOMHALIMK C LUCIJIATMHOM IIOKAa3aH ISl MEPBOM JIMHUM Teparuu
MalMEHTOB C MECTHOPACIPOCTPAHCHHBIM HIIM METACTATHUYECKUM HEMEJIKOKJIETOUYHBIM PaKkoM
JIETKOT0, KPOME TPEUMYIIIECTBEHHO TIOCKOKIETOYHOM TUCTOJIOTHYECKOi (pOpMBI.

IIpenapar Ilemerpekcen B KadecTBE MOHOTEpAalUU IMOKAa3aH s MOAJCPKUBAIOLICH Tepanuu
MECTHOPACIPOCTPAHEHHOIO UJIM METACTATHYECKOIr0 HEMEJIKOKJIETOYHOTO paka JErkoro, KpoMe
IPEUMYIIECTBEHHO IIOCKOKJIETOYHOM TUCTOIOIMYECKOi (POPMBI, Y MAIMEHTOB C OTCYTCTBUEM
IIPOrPECCUPOBaHUs NOCIIE TIEPBOM JIMHUU TEPAIIMU HA OCHOBE MPENapaToB IJIATUHBL.

IIpenapar llemerpekcen B KayecTBE MOHOTEpPANMM MOKAa3aH [Jisi BTOPOM JIMHMM TEpPAlUU Y
MAlAEHTOB C MECTHOPACIPOCTPAHEHHBIM WJIM METACTATUYECKUM HEMEJIKOKIETOUYHBIM PaKkoM
JIETKOT0, KPOME TPEUMYIIIECTBEHHO TIOCKOKIETOYHOM TUCTOJIOTHYECKOM (POpMBI.

e 310KayeCTBEHHAs] ME30TEIMOMA ILIEBPHI.

[Tpenapar Ilemerpekcen B KOMOMHAIMM C LMCILUIATUHOM IOKA3aH JUIsl JIEYEHMs MALIUEHTOB C
HEepe3eKTa0eIbHON 3JI0KaYeCTBEHHONH ME30TEIMOMOM IUIEBPHI, paHee HE TMPOXOJMBIIUX KypC

XUMUOTCPpAIIUU.

4.2. Pe:kuM 103UPOBAaHNS M CIOCO0 NPUMeEHEHUsI
Tepanus npenaparom llemerpexcen MOXKET MPOBOAUTHCS TOJIBKO TOJ HAOMIOAEHHEM Bpaua,
MMEIOILET0 OIBIT IPUMEHEHUS IPOTUBOOIYXOJIEBBIX MIPENAPaTOB.

Pexxum 103upoBaHus

IIpenapam [lemempexceo 6 kombuHayuu ¢ YUCHAAMUHOM

PexoMeH0BaHHAs /103a Tpenapara Ilemerpekcen coctapnser 500 Mr/M? IITOMAH TOBEPXHOCTH
Tela B BUJI€ BHYTPUBEHHON MH(Y3UHN B TeueHHe He MeHee 10 MUHYT B IEpBbBIN JeHb Kax10ro 21
-THEBHOT'O IIMKJIA.

PekoMeHI0BaHHAs 1033 IUCIUIATHHA COCTABIAET 75 MI/M? IIIOIIANH MOBEPXHOCTH TeNa B BHJIE
BHYTPUBEHHON MH(Y3UH B TE€YeHHE 2 YacoB NMpuMepHO depe3 30 MHUHYT IOCie 3aBepUICHHS
uH}y3un npenapaToMm [lemerpekces B epBhIi JeHp Kaxa0ro 21-aHeBHOrO 1ukia. [lamuentam

AOJIKHA OBITh OpoBCACHA MNPOTUBOPBOTHAA TCpalunAa, a TaKKC obecneucHa aJCKBaTHasA

ruaparanysa 10 Y/WIH _TI0CTIe BBCACHUA HUCIIJIATHHA (TaK)I(e CJIeayeT O6paTI/IT]':>C$I K MHCTPYKIINHN

nmo MCIUOHUHCKOMY MNPHUMEHCHUIO THUCIJIATHMHA C [OCJIBIO IOJIYUYCHUSA CHGHI/I(i)I/IIIeCKI/IX
PEKOMEH Il OTHOCHTEIILHO JO3UPOBAHMS).

IIpenapam [lemempexceo 6 kauecmee MOHOmMepanuu

JI1 manyeHToB ¢ HEMENKOKIETOYHBIM PaKOM JIETKOTO MOCIE XMMHOTEPANINN PEKOMEHI0BaHHAas
no3a mpemnapara Ilemerpekcen coctapiser 500 Mr/mM2 B BUe BHYyTPHBEHHOH HH(Y3HH B TeUEHHE

10 MHHYT B ITEPBBIH JIeHb KaXA0T0 2 1-THEBHOTO ITUKJIA.

Crpanwnma 2 u3 19



COOTBETCTEBYET JKCNEPTHOMY OTYETY
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Pexomenoayuu nepeo nauanom npumenenus npé napama':ﬁe_vll;e;»:p‘;gc:gdi TEMEHOCTE 0001)

JUist CHMDKEHHsI 4acTOThl BOSHUKHOBEHMS M CTENEHH TSKECTH KOXKHBIX PEAKIMHA HEeoOXOIUMO
IPUMEHSATH TIIOKOKOPTUKOCTEPOHIBI 32 JICHB /10 BBEJCHUS, B ICHb BBEJCHHS U Ha CIEAYIOIINI
JIeHb T1ociie BBeAeHus mpenapara Ilemerpekcen. ITIOKOKOPTHKOCTEpOM]J JOJKEH OBITH
9KBUBAJIEHTEH 4 MI' IeKCaMeTa30Ha, IPMHUMAEMOro IIepopalibHO 2 pa3a B JIeHb (CM. pa3zen 4.4).
JUiss  CHIDKEHHMsSI TOKCHMYHOCTH TIpenapaTa MAalUeHThl, MOJYYalolliue TEparuio MpernapaToM
[Temerpekcen, MOODKHBI €XKETHEBHO NPUHUMATh TpenapaTsl  (OIMEBOM KHCIOTHI WIH
MYJIBTHBUTAMUHBI C cojiepkanreM ¢osneBoi Kuciothl (oT 350 mo 1000 Mkr).

Heo6xonuMo NMpHUHATP MUHUMYM HSTh 103 (OIMEBOI KHCIOTHI B TEUEHUE CEMH JHEH nepen
nepBbIM BBeeHUEeM npenapata Ilemerpekcen. Ilpuem momkeH MpoaonKaThCs Ha MPOTHKECHUN
BCET0 Kypca Tepanuu npenapatoM llemerpekcen, a Takke B TeueHue 21 THS mocie MOCIeIHero
BBezieHus npemnapara [lemerpekcen. B 7-n1HeBHbII nepuo/ nepe NepBbIM BBEIEHUEM IIpenapara
[Temerpekcen mauueHTy HEOOXOIMMO BBECTH OJIHY BHYTPUMBIIICYHYIO HHBEKIINIO BUTaMHHA B12
(1000 mxr), nanee - o OAHON MHBEKLNHU KaXKple TpH LuKJIA. [locnenyronme nHbeKIMY BUTaMUHA
Bi12 MoryT OBITH BHIIOJHEHBI B TOT K€ JACHb, UTO BBeJeHHE IpenapaTa [lemerpekcer.
Habnwooenue

[Tepen kaxxabIM BBeieHUEM Iipenapara [lemerpekcen HE06X0IMMO IPOBOIUTh MOHUTOPUHT BCEX
NAIMEeHTOB, KOTOPBIA BKIIIOYAET B ceOsi OOLIMA aHaIM3 KPOBH C JIGHKOIMTApHOH (hopMynon u
orpeneneHue 4uciaa TpomMOomuToB. s oneHKH (YHKIWW TOYEK M TMEYEHHU Iepe] KaXKIbIM
BBeZieHHeM npenapata Ilemerpekcen HEOOXOAUMO BBIIOJIHUTHE OMOXMMUYECKUN aHAJIU3 KPOBH.
[Tepen HayaIOM KaXJ10T0 IIMKJIa XUMHOTEPAHMH Y MAIIUEHTOB JOJKHBI HA0II0JaThCs CIeTyIoIue
ToKasaTenu: abcomoTHoe ncio Heiirpodunos (AUH) > 1500 xnerok/mMmS, uncio TpoMOOIUTOB
> 100000 knerok/MMe. KnmpeHe KpeaTHHHHA TOMKEH COCTABIATH > 45 Mi/MuH. KoHIeHTparms
oOmiero 6mnupyouHa aomkHa ObITh < 1,5 pasza o BepxHel rpanuisl Hopmsl (BI'H). Yposens
menoyHoi pocdarazsl (ILD), acnapratamunoTpancdepassl (ACT) u anaHnHaMHUHOTpaHCepa3bl
(AJIT) nomxen ObiTh B < 3 pa3za ot BI'H. Yposens LLI®, ACT u AJIT B <5 pa3 or BI'H gomyctum
NPY HAJTMYAW METACTa30B B TICUCHH.

PexoMenanmu no KOppekMy pekKruMa BBEJICHUS IIpernapara IlemeTrpekcen

Koppekuuto 10361 iepes moOBTOPHBIMU [IUKIIAMU CIIEAYET MPOBOANUThH, OCHOBBIBASICh Ha Hanbomee
HU3KOM U3 Te€MaTOJIOTMYECKUX TOKa3aTejlied WIM Ha MaKCHUMaJlbHO  BBIPAXKEHHOMU
HETE€MATOJOTMYECKOW TOKCUYHOCTH B T€UEHHE MPEABIYIIEro IUKIIA JieueHUus. JleueHne MoxeT
OBITh OTJIOXKEHO C IIENIbI0 BOCCTAHOBJICHHS OT TPOSBICHUA TokcuyHocTH. I[lo wmepe
BOCCTAHOBJIEHUS TEPANUIO CIHEAYET MPOJOJLKUTH B COOTBETCTBUUM C PEKOMEHIALUSAMU,
npuBeeHHBIMU B Tabimiax 1-3, KOTopble OTHOCATCS K IPUMEHEHHIO nipenaparta [lemerpekcen B

MOHOTEpPAIIUX UJIN B KOM6I/IHaHI/II/I C NUCIIJIAaTHHOM.
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Tabmuua 1. Pexxum no3upoBanus npenapar HeMeTBék'c'e:nlﬁiﬂlﬂ: MOHOTEpAIT

-
L

RnneL

KOMOMHHPOBAHHOW TEPAINWUN) M IUCIIIIATHHA

['emaronorunyeckasi TOKCHYHOCTb Koppekuus 10361 (Mr/m2)

MunumanbHoe abCOMI0THOE Yncio HenTpodunos | 75 % oT mpenplaymied A03bl (mpenapar
3
< 500/MM® ¥ MUHUMAJIbHOE YKCIIO TpoMOonuToB | [lemMeTpekcen u MUCIIIIATHH)

> 50000/Mm°

MuHumaneHOE YUCIIO0 TpoMOOLUTOB | 75 % OT mpeabLAyliel A03bl (mpenapar
< 50000/mMM°, He3aBHCHMO OT MHHHMANBHOTO | IlemMeTpexces u MUCILIATHH)

abCOMOTHOTO YKcia HeHTpoduIoB

MuHumaneHOE YHUCIIO TpoMOouuToB | 50 % OT mpeapLAyIIe 103blI (Tpenapar
< 50000/MM° ¢ KpoBOTEUEHHEM?, HE3aBHCHMO OT | IleMeTpeKcen M IUCILIATHH)
MUHUMAJIBHOTO abCOJIFOTHOTO qucia

HeiTpoduos

9T KpUTCPUHU COOTBCTCTBYIOT OIIPCACICHUIO KPOBOTCUCHUS > 2 CTENEHH B COOTBETCTBHH C

OO1mmmMu kputepusMu Tokcudaoctd Harronanproro uucruryra paka (NCI-CTC).

[Ipu pa3BUTHH HETEMATOJOTHYECKON TOKCHYHOCTHU (32 MCKIIOYEHHUEM HEWPOTOKCHYHOCTH) > 3
CTEIIEHH, JIeYeHUEe HEOOXOJMMO OTJIOXKHTh JO BOCCTAHOBJICHUSI ITOKa3aTellel, COOTBETCTBYIOIINX
YPOBHIO MEHEE WM PAaBHOMY YPOBHIO y IallMEHTa A0 Hadana JiedeHus. Jlamee Ttepanuro

HE00X0IMMO BO30OHOBHUTH B COOTBETCTBHH C PEKOMEHIAIUAMH, PUBEIEHHBIMU B Tabmuie 2.

Tabnuna 2. Pexxum no3upoBanus npemnapara [lemerpekcen (mpu MOHOTEpanuy WK IPU

KOMOMHHPOBAHHOM TEpaIuu) U LUCIIIIaTHHA

a.6 Koppeknust 10361 Koppeknus 10361

Heremaronormnyeckass TOKCHYHOCTD
npenapara I[Temerpekces | mucrIaTHHA (Mr/M2)

(Mr/M?)

JIro6ast TokcU4YHOCTH 3 win 4 ctenenn 3a | /15 % oT mpeasiayuieit | 75 % OT mpeablaymie
WCKJTFOYEHUEM BOCIIAJICHUS CIU3UCTOH | JIO3BI JIO3BI

000JT0UKH

Huapesi, TpeOyromas rocnutanuzauud | /5 % oT mnpeasiayuieit | 75 % OT mpeasiaymiei
(HE3aBUCUMO OT CTETICHH), WK Auapes 3 | J03bl JIO3BI

wiu 4 creneHu

Bocnanenne cmusucroit obomoukn 3 | 50 % ot mpemsimymieit | 100 % oT mpeapiayei

WM 4 CTEIIeHU J03bI J03bI

* Cornacno kpurepusm NCI CTC;
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 11.07.2025 N2 17355

(NOCNEOOBATENEHOCTE 0001)

® 33 ncKIIFOUYEHNEM HEeHPOTOKCHYHOCTH

B ciayyae HEHpPOTOKCMYHOCTH PEKOMEHIOBaHHAs KOPPEKLMs 103bl NpenapaTta llemerpekcen u
nucIulaTuHa npezacrasieHa B Tabmuue 3. Ilpu HeillpoTokcuuHOoCcTH 3 MM 4 CTENEHU JIEUYEHUE

HEOOXOIUMO MPEKPATUTb.

Tabnuua 3. Pexxum no3upoBanus npemnapara [lemerpekcen (mpu MOHOTEpAUK WK IIPU
KOMOWHUPOBAHHOH TEpaIuu) U IHUCIUIATHHA
Crenenb HeifpoTokcuunoctu® | Koppekuust 103sl penapaTa Koppekuust 103s1
IMemerpexcen (Mr/m?) nUcIIaTiHa (Mr/mM?)
0-1 100 % ot npenpinymieit 1o3sl | 100 % oT mnpenpiaymiei
JI03b1
2 100 % ot npeasiaymieit 10361 | 50 % oT npeabIAyIIeH 10361

? CornacHo kputepusim NCI CTC

Tepanuro npenapatom [lemeTpekcen ciieayeT OTMEHHUTh, €CIM Yy MalMeHTa HaOI0JacTCs
TeMaTOJIOTHYECKasl MJIM HEreMaToJIOTHYecKass TOKCHYHOCTh 3 WIIM 4 CTENEHH IOCle JBYX
CHW)KCHHH JT03b1. Tepanuio cieayeT HeMeAJICHHO IPEKPATUTh MPU HATHYUU HEUPOTOKCUIHOCTH
3 uiu 4 cTeneHu.

Oco0nIe T'pYIIIBI NAIIMCHTOB

Tayuenmol nodxcunoeo 6ospacma

[Tpu nmpoBeneHNN KIMHUYECKUX UCCIEAOBAHNN HE OBLIO MOTYYCHO JAHHBIX O TIOBBIIIICHUH PUCKA
pPa3BHUTHS HEXKENATEIbHBIX SBICHUN Yy IMAIIMEHTOB B BO3pacTe 65 JIET U cTapile 10 CPAaBHEHHIO C
nmaiMeHTaMu B Bo3pacTe 10 65 Jer. Pexum CHIKEHUS J03 COOTBETCTBYET OOIIUM
PEKOMEHIAIUSIM.

THayuenmoi ¢ HapyweHusMU PYHKYUU NOYEK

[Tpemapat [lemeTpekce1 B OCHOBHOM BBIBOAMTCS B HEU3MEHHOM BHjIe TToukaMu. [Tpu moka3aTessix
KIIUpPEeHca KpeaTHHUHA > 45 MJI/MUH KOPPEKIHUs 103kl He Tpedyercs. [lanmuenTam, y KOTOPBIX
KIUpPeHC KpeaTMHMHa MeHee 45 wMiI/MHUH, mnOpuMeHeHHe mnpenapara Ilemerpekcen He
PEKOMEHIyeTCsI B CBS3M C HEAOCTATOYHOCTHIO JAaHHBIX MO MPUMEHEHUIO Tpernapara y Takoi
KaTeropuH MaueHToB (CM. pazaen 4.4).

Tayuenmol ¢ HapyweHusMU PYHKYUU NeYeHU

He 6110 ycTanosneno B3aumocBsizu Mexxay nokasaremsimu ACT, AJIT wnmu obmiero OunnpyouHa
u (apmakokuHeTukoil mpemapata Ilemerpekcen. HemoctaroduHo HaHHBIX O MPUMEHEHUIO
mperapara 'y TaIlMeHTOB ¢ HapylleHHeM (QYHKIMM TIEYeHW C TIOBBIIICHHEM KOHIICHTPAINN
owmmpyomna Oompbmre, yem B 1,5 pasa or BI'H, w/wim mnoBbIIEHHEM aKTUBHOCTH

amMHHOTpaHcdepa3 Oombiue, yeM B 3 paza or BI'H (npu oTcyTcTBUM MeTacTa3zoB B ME€UYEHH), U
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
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;i'elll?ﬂ;.': BATENEHOCTE 0001)

(101
Oospinie, uem B 5 pa3 ot BI'H (nmpu Hamumumm metacta3zoB -gn'e

eTH
BbezomacHocTh 1 3¢ (hekTUBHOCTh MpUMEHeHUs npenapara [lemeTrpekcen y aereil B Bo3pacte 10
18 net He ycTaHOBJIEHBI. /JJaHHBIE OTCYTCTBYIOT.

Cnoco0 rmpuMeHeHus

BnyTtpusenHo.

[Tpemapat [lemeTpekcen BBOAUTCS B BUJIE BHYTPUBCHHON HH(DY3UHU B TeueHue He MeHee 10 MUHYT
B MEPBBIN €Hb KaXKA0T0 2 1-1HEBHOTO LUKJIA.

HNHCTpyKIMs M0 NPUroTOBICHUIO pacTBOPa M BBEACHUIO IIperapara rnpejcraBieHa B pasaeine 6.6.
Mepul npedocmopodichocmu, npuHumMaemvle neped NpuUMeHeHueM npenapama u npu pabome c
HUM

Hudopmarnus mo padboTe ¢ HUTOTOKCUYECKUMU TpenaparaMu IpuBeieHa B pasjaene 6.6.

4.3. IIpoTBONOKA3aHUSA

® TUICPYYBCTBUTCIBHOCTE K IIEMCTPCKCEAY WU JIIO6OMy U3 BCIIOMOraTC€JIbHBIX BEHICCTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

® [IEpUOJ IPYAHOrO BCKApMIIUBAHUS;

¢ OIHOBPCMCHHOC MPUMECHCHUC C BaKHHHOfI IIPpOTHUB JKCITOU JIMXOpaaKu.

4.4. OcoOble ykazaHHusl U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

[Temerpekcen MOXKET TMOJABIATH (PYHKIIMIO KOCTHOTO MO3ra, 4YTO MpOsiBIsieTcs B (opme
HEUTPOTICHUH, TPOMOOIIMTONICHHH W aHeMuu (WM TMaHIUToneHun) (cM. paszaen 4.8).
Muenocynpeccust iBIsieTCsa J030JIMMUTUPYIONIENH TOKCUYHOCTBIO eMeTpekcena. Ilepen kaxapim
BBeJieHUEM Mpenapata [lemerpekcen HE0OX0IMMO IPOBOAUTH OOIINIA aHATTU3 KPOBH C MOICYETOM
nerdKkouuTapHoil Gopmyasl U KoiaumdectBa TpoMmOoruToB. [Ipemapar [lemerpekcen He ciiemyeT
TIPUMEHATH 10 TexX mop, moka AUH me gocturaer > 1500 kIeToK/MM®, a UMCIO TPOMOOIUTOB -
> 100000 wmerok/mm®. CHUKEHHE M03bI B Hauase OYEPEIHOr0 LMKJIA OCHOBBIBAECTCSA Ha
HauMeHbINUX 3HaueHusxXx AUH, uncna TpoMOOIMTOB M MaKCHMAallbHOM HETreMaTOJIOTHYeCKOn
TOKCHUYHOCTH, KOTOPBIE HAOIOIATNCh B TIPEABIAYIIEM LIUKIIE Tepanuu (cM. pazaen 4.2).

B Tex cmydasx, korma mpoBOAMIACH TIpeMenuKaius (oJIMEeBOM KHUCIOTOW M BUTaMHUHOM Bio,
OTMEYAJIUCh  MEHbIIAs TOKCUYHOCTh M  CHUKEHUE YacTOThl TI€MAaTOJOTHYECKOM U
HEreMaToJIOTUYECKON TOKCHYHOCTH CTereHu 3/4, Takod kak HelTporneHus, (eOpunpHas
HeWTporieHUsT W WHpeKnus ¢ HeuTponeHnued creneHu 3/4. IloaToMy Bcex MalMEHTOB,
MPUHUMAIOIINX TePanuio mpernapaTtom llemeTrpekcen, cneayeT MPOUHCTPYKTUPOBATH TI0 TTOBOIY

npreMa QoaueBoi KUCIOThI M BUTaMuHa B12 B kauecTBe MpoHIakTUYECKOM MEPHI 1J11 CHUKEHUS
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4., (MOCNEQOBATENEHOCTE 0001)

TOKCHYHOCTH, CBSI3aHHOM ¢ Tepanuel (CM. pasg

VY nanueHToB, HE MOJIY4aBIINX IPEMEIUKALIUIO MTIOKOKOPTUKOCTEPOUIOM, OTMEYAIIUCH KOXKHBIE
peaxkuuu. [Ipemenukanus 1ekcaMeTa3oHOM (WM SKBUBAJIEHTHBIM IIPENapaToM) MOXKET CHU3UTh
YacTOTY U CTENEHb THXKECTH KOXKHBIX peakiuii (cM. paznen 4.2).

BbII0 HM3y4eHO HENOCTAaTOYHOE KOJIMYECTBO IMMAIIMEHTOB C KIHMPEHCOM KpPEaTUHUHA HUXKE
45 wu/muH. TlosTomMy mnpumeHeHwe mnpemnapara llemerpekcen y MalMEHTOB € KIMPEHCOM
KpeaTHHHA < 45 MJI/MUH HE peKoMeHayeTcs (CM. pasnen 4.2).

Y ManuMeHTOB € MOYEYHOW HEAOCTATOYHOCTHIO JIETKOM WM YMEpPEHHOM CTemneHH (KIMpPEHC
KpeaTuHMHa OT 45 nmo 79 w™i/MuH) ciuenyeT wu30eratb NPUMEHEHHS HECTEPOUIHBIX
npoTuBOBOCHAIMTENbHBIX mpenaparoB (HIIBII), Takux kak uOynpodeH M aneTUICaaTuIMIoBas
kucinota (> 1,3 r/cyTku), B TeueHHE IBYX JHEH nepesa npuMeHeHneM npenapara [lemerpekcesn, B
JIeHb TMPUMEHEHHs] U B T€YCHHE JBYX JHEW mocje mpuMeHeHus mnpemnapara [lemerpekcen (cm.
pasnen 4.5).

VY nanueHToB ¢ MOYEYHOM HEAOCTATOYHOCTHIO JIETKOM WM YMEPEHHOW CTENEHH, KOTOPBIM
nokasana tepanus npenaparoM Ilemerpekcen, npumenenne HIIBII ¢ mnurtensHBIM nepuonoM
MOJTYBBIBEJICHUS IOJDKHO OBITh IPEKPAIEHO KaK MUHUMYM 3a IATh JHEH 0 BBEJCHUS Mpenapara
Ilemerpekcen, B I€Hb BBEJCHUS U B TCUEHUE KAaK MUHUMYM JBYX JIHEH IIOCIIe BBEJEHUS MperapaTa
[Temerpekcen (cMm. pazzaen 4.5).

[Ipy MoOHOTEpanMy MEMETPEeKCEeAOM WM TMPH €ro NMPUMEHEHWH B KOMOWHAIMH C JIPYTUMHU
XUMHUOTEPANEBTUYECKUMH TIpenapaTaMyu OTMEUYAIUCh CEPbE3HBIE SIBJICHUS CO CTOPOHBI IOYEK, B
TOM YHCJIE OCTpas MOYeYHasi HEAOCTATOYHOCTD. [Ipy 3TOM y MHOTMX NMallMEHTOB, Y KOTOPBIX OHU
HaOJI01aMCh, OBLITM (PaKTOpPhl PUCKA PA3BUTHUS SIBJICHHM CO CTOPOHBI MOYEK, B TOM YHCIE
00e3BOKMBaHWE WM YK€  HUMeloluecs  rumepreHsus wim  auader.  CoriacHo
MOCTPETUCTPALIMOHHBIM JaHHBIM, IPY IPUMEHEHUH NIEMETPEKCEA B KAUECTBE MOHOTEPAIINU WU
B KOMOMHAIMK C APYTUMH XUMHOTEPANeBTUYECKHUMHU IperaparaMi TakKe OTMEUAINCh CIIydau
Pa3BUTHS HEPPOTEHHOTO HECAXapHOTro JAuadeTa U HEKpo3a MOYEUYHbIX KaHAIbIIEB. bOIBIIMHCTBO
CIy4aeB pa3pellalich TOcCie NpeKpalleHus: MpUMEHEeHHUs nemerpekcena. Heobxoaum
PETYJISPHBIA KOHTPOJIb 32 COCTOSTHUEM MAallMEHTOB Ha MPEAMET pa3BUTHUS OCTPOro TYOYJISPHOTO
HEKpO3a, CHIDKEHUS (DYHKIMU MOYEK M MPU3HAKOB U CHMIITOMOB HE(POreHHOI0 HecaxapHOro
nuabera (Hampumep, TUIIepHATPUEMUN ).

Bnusinue TkaHeBOM >KUAKOCTH, HANpUMED, IJIEBPAIIbHOTO BBINOTA HJIM acllUTa, Ha JIEHCTBUE
IeMETpeKcea 10 KOHIIA HE ONpeNeieHo. B Xoae KIMHMYECKUX UCCIIEOBAHUN Yy MAlMEHTOB C
COJIMIHBIMU OITYXOJISIMH YCTOMYMBOE CKOIIJIEHUE TKAaHEBOW KUJAKOCTU HE OKA3bIBAJIO BIMSHUA HA
IUTA3MEHHYI0 KOHIIEHTPALMIO WIH KIUPEHC MeMeTpeKceAa MO CPaBHEHHUIO ¢ ManueHTamu 0e3

CKOIUIGHHUS TKaHEBOW JKUAKOCTU. TakuM o00pa3oM, CleIyeT pacCMOTPETh BO3MOXKHOCTh
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025 3R5
IPEHUPOBAHUS CKOIMMUBIIENCS )KUIKOCTH IIEPE HAYATTOM ;:-' r; "'ie ' E)M 6/:[';1:;1-( :OHO
pertp pen|rasanodOEAEAOBATEAEHRG T6000Y

MO>KET HE MOHAT00UTHCS.

BBuny ’Kenmymo4HO-KHMIIEUYHOW TOKCHYHOCTH MEMETpeKcena, MPUMEHIeMOro B KOMOWHAIMH C
[UCIUTATHHOM, HaOJIOAAI0Ch CHIbHOE 00e3BokMBaHuWe. llanmentam momkHA OBITH NPOBEAEHA
NPOTUBOPBOTHASL TEpamusi, a TaKkke oOecredeHa aJeKBaTHas THApATalus OO W/WIA II0CIe
TEpanum.

Cepbe3Hble CepIedYHO-COCYANCThIC HeXKeTaTeIbHbIe SBICHHS, B TOM YHCIe HHPAPKT MUOKapaa U
HapyIIeHHEe MO3TOBOTO0 KpOBOOOpAIIeHUs, HAOMIONATUCh HEYacTo B XOJA€ KIMHHYECKHX
UCCIIEIOBAaHUN MEeMeTpeKcea, KakK IPaBWIO, NMPH NPUMEHEHWH B KOMOWHAIMU C JPYTUM
UTOTOKCUYECKUM IPENapaToM, IpyU 3TOM B OCHOBHOM Y HAIlMEHTOB ¢ (DOHOBBIMH (hpakTOpamu
pHCKa CepIeuHO-COCYIUCTHIX 3a00eBanuil (cM. paszen 4.8).

[TocKONBKY COCTOSTHHE MMMYHOCYIIPECCUU PACIIPOCTPAHEHO y OHKOJIOTHYECKHX MAallMeHTOB, HE
PEKOMEHIYeTCsl CONYTCTBYIOIIAsi BaKIWHAIWSA JKUBBIMH AaTTCHYMPOBAaHHBIMU BaKIMHAMH
(cm. paznenst 4.3 u 4.5).

BBuay TOro, 4ro memeTrpeKkcell MOXKET BBI3bIBATH I'€HETHYECKHE HAPYIICHHUS, MOJIOBO3PEIIBIM
MY)XYMHaM HE PEKOMEHAYETCS CTAaHOBUTHbCA OTIAMU Ha MPOTSDKCHUH TEPalmuH IpernapaToM
[TemeTpekcen u 10 3 MecsieB nocie Hee. PekoMeHayeTcss MCIONIb30BaTh HaJCKHBIE METOIbI
KOHTpAIICTIIUN HJIK BO3ACPKUBATHCS OT IOJIOBOM KHU3HH. BciencTBue TOro, 4ro meMerpexcen
MOXET BBI3BIBATH HeoOpaTuMoe Oecluiofne, MYXYWHAM pPEKOMEHIYETCS PacCMOTPETh
BO3MOXKHOCTH COXPAHEHUS CIIEPMBI JI0 Hayasla TePaIHH.

JKeHIMHBI B 1€TOPOJHOM BO3pacTe JIOJIKHBI PUMEHATh HAJEKHbIE METO/Ibl KOHTPALCNIIUU BO
BpeMs Tepanmuu npernaparoMm llemerpekcen M B Te€UeHHE 6 MECSIIEB TOCIE €€ 3aBEpUICHUs (CM.
pasnen 4.6).

OTmeyanuch ciaydau JIy4eBOTO MMHEBMOHUTA Y MAlMEHTOB, MOJIyYaBIIUX JYYEBYIO Tepamuio 1o,
BO BpeMs WJIU 11OCIIE TePAIUU MeMeTpeKkceoM. TakuM nalnueHTaM J0JKHO OBbITh YAETIeHO 0coboe
BHUMAaHHE; CIIEAYeT C OCTOPOXXHOCTBIO MPHUMEHSTh JIPyTHe PpPaJArOCEHCUOMIN3UPYIOIINE
npernaparsl.

VY nanueHToB, MPOXOAMBLIMX JIy4EBYIO TEPAIMIO HECKOJIBKO HEJleNb UM JIET Ha3a/l, OTMEYaIUCh
cJlyyau pely/iuBa MOOOYHBIX SBICHUH JTy4eBON Tepanuu.

BcnoMorarensHble BEIECTBA

[Ipenapar (mo3uposka 100 mr) comepkut menee 1 mmoib (23 mr) Hatpus B 1 ¢urakone, To eCTh
10 CYTH HE COJIEPKUT HATPUS.

[Tpenapat (no3upoBka 500 mr) comepxur 2,59 mmons (56,93 mr) natpus B 1 ¢drakone. Ito
CJIeTyeT YUYUTHIBATh MPHU IUETE C KOHTPOJIUPYEMBIM YPOBHEM COJICPKAHUS HATPUSI.

H606X0}II/IMO YUYUTBIBATH MaOUCHTaM, HAXOJAIIMUMCA Ha JUETC C OrpaHUYCHUCM IMOCTYILJICHUA
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(NOCNEOOBATENEHOCTE 0001)

HaTpHUS.

4.5. B3aumojgeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHbIMHM MpenaparaMu W JApyrue BH/bI
B3aNMOJAEeHCTBUSA

Ilemerpekcen B OCHOBHOM BBIBOJUTCSI B HEU3MEHHOM BH/JIE€ ITIOYKAMHU ITOCPEACTBOM KaHAIbLEBOM
CEKpEINH U, B MEHBIIICH CTETICHH, TOCPEACTBOM KITyOOUKOBOH (DUIIBTPAITIH.

CoBMecTHOE NIPUMEHEHHE ¢ HE()POTOKCUYHBIMU TIperaparaMu (TaKUMHU, KaKk aMHHOTJIMKO3U/IBI,
«TIETJIEBBIC» TUYPETHKH, IIATUHOCOJEPIKaIIe Mpernaparsl, HUKIOCIIOPUH) MOXKET MPUBECTH K
CHIKEHUIO KIMpeHca nemerpekcena. Ciaeayer ¢ OCTOPOKHOCTBIO IPUMEHSATh TaKHUE Mpenaparsl B
KOMOWHAIIMM C TIEMETPEKCEIOM, MPU HEOOXOJUMOCTH THIATEIBFHO CIEAWTHh 3a KIUPECHCOM
KpeaTUHHUHA.

CoBMecTHOE NMPUMEHEHHE MPENapaToB, KOTOPbIE TAaKKE BBIBOASATCS MOCPEACTBOM KaHAIbLEBOM
cekpenuu (Hampumep, npoOeHenu, NeHUIIMIUTMH), MOKET MPUBECTH K CHIDKCHUIO KIMpEHca
nemerpekcena. Creayer ¢ OCTOPOXKHOCTBIO MPUMEHSTh TaKU€ MperapaThl B KOMOWMHAIUU C
MIEMETPEKCEIOM, ITPH HEOOXOMMOCTH TIIATEIILHO CICAUTD 32 KIIMPSCHCOM KPCaTHHHHA.

VY nmanueHToB ¢ HopmanbHOU GyHKyueti nodex (KIMpeHc KpeaTuHruHa > 80 MII/MUH) IPUMEHEHUE
HIIBII B BeicOKUX A03ax (Hampumep, ubymnpodena > 1600 Mr/cyTku Wiu aneTHJICATHIIMIOBON
KHCIIOTHI > 1,3 T/CYyTKH) MOKET MPUBECTH K CHIKEHHIO KIIMPEHCA MEMETPEKCe/1a U, KaK CIIC/ICTBUE,
MOBBICUTh YaCTOTy HEKENATEIbHBIX SIBICHUW TPU NpUMEHEHUU nemerpekcena. Cremyer ¢
octopoxkHOCThIO TpuMeHsATh HIIBII B BBICOKMX m03aX OJHOBPEMEHHO C IEMETPEKCEIOM Y
MAIMEHTOB C HOPMAIBHOHN (PYHKIIHEH Mmovek (KIMpeHe KpeaTHHUHA > 80 MJI/MUH).

VY DanueHToB ¢ noyeunol HeOOCMmAamoyHOCMblO JETKOW WIM YMEPEHHOM cTeneHu (KJIMpEeHC
KpeaTuHUHA 45-79 Mu/MUH) cienyeT u30eratb OJHOBPEMEHHOI'O NMPUMEHEHHS NEMETpPEKcena ¢
HIIBII B BBICOKMX 103axX B T€YEHUE JBYX IHEU Iepell NMPUMEHEHHEM IIEMETPEKCena, B JCHb
MPUMEHEHHUS U B TEUEHHUE JIBYX JHEH mocie MpuMeHeHus eMeTpekcena (cM. pasaen 4.4).

BBuay orcyTCcTBHS JaHHBIX O BO3MOXHOM B3auMOAEHCTBUU Mexay nemerpekceaom u HIIBII ¢
JUTUTEIBHBIM ~ TIEPUOJIOM  TIOJIYBBIBEJICHUSI, TaKUMU KaK TMHPOKCHUKaM WIH podEeKOKCcHuo,
OJIHOBPEMEHHOE NPUMEHEHHE ATUX MPENaparoB C MEMETPEKCEIOM Y MALUEHTOB C MOYEYHOU
HEJIOCTATOYHOCTBIO JIETKOW WM YMEPEHHOW CTEMEHU CJEeAYyeT MPEKPATUTh Ha CIEeAYIOLIUN
MEepPHOJT BPEMEHH: KaK MUHUMYM TISITh JTHEHW /10 BBEICHUS TIEMETPEKCea, B JCHb BBEJICHHS U B
TEUEeHWE KaK MHUHHUMYM JIBYX JIHEW MOcCJe BBeIeHUs meMmerpekcena (cm. pasnen 4.4). Ecmu
Tpebyercs copmectHoe npumeHenne HIIBIT u memeTpekcena, y maiueHTOB JOKEH MPOBOIUTHCS
CTPOTHII MOHUTOPHUHT MPOSBIEHUI TOKCUYHOCTH, 0OCOOCHHO MUEJIOCYIIPECCHUH H TOKCUYHOCTH CO
CTOPOHBI JkenynouHo-kuieqHoro tpakta (JKKT).

[TemeTpekcen moaBepraeTcsi orpaHUYEHHOMY METa00IM3MY B IIeUeHU. Pe3ynbpTaTsl HcceoBaHu
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in Vitro ¢ mpuMeHEeHHEeM MUKPOCOM TEYCHH YeIPBEKA nd&;'a;r;lagr'g %EBE(QEQ;CI}ITI&IH'HII/IQCICKH

3HAYMMOTO WHTHOMPOBAHUS MIEMETPEKCEIOM METa0OINYECKOT0 KIUPEH ca MPEenapaToB, KOTOPbIC
meTabommsupyrorcs nzopepmenramu CYP3A, CYP2D6, CYP2C9, CYP1A2.

BzanmoeicTBus, O6H.[I/Ie JJII TUTOTOKCHYCCKHUX IMMPEIIapaToB

W3-3a BBICOKOTO prcka TpOMOOOOpa30BaHUs y MAMEHTOB C OHKOJIOTHUYECKUMHU 3a00JIeBaHUSIMU
9acTO MPOBOJUTCS aHTHKOATYJISIIUOHHAS Tepanvsi. Beicokas WHIUBHIyallbHAs BapraOeIbHOCTh
COCTOSTHUSI CBEPTHIBAIOIICH CHUCTEMBI KpPOBHM B TeueHHE 3a00JE€BaHHWS W BO3MOXXHOCTH
B3aMMOJICHCTBUSL  MEXIy IEpPOPAIbHBIMU  AHTHUKOAryJIsSHTaMH U  IPOTHUBOOITYXOJIEBOM
XUMHUOTEpanuel TpeOyIT TOBBIMIEHHOH dYacToThl MoHUTOpuHra MHO (MexayHapoaHoe
HOPMAJIU30BAaHHOE OTHOIIIEHHME), €CJIM MPUHUMACTCA pEIICHHEe O JIEYCHUU TMaIlueHTa
nepopaibHbBIMU AaHTHUKOATYJISTHTAMHU.

Ilpomueonokasano 00HO8peMeHHOe npuMeHeHue: BAKIIMHA MPOTUB KEITOW JTUXOPAIKU BBHUIY
pHCKa TeHepalln30BaHHON BaKIIMHAIBHON OOJIE3HH C JIeTaJbHBIM UCX00M (cM. pa3zen 4.3).

He pexomendyemcsi o0Ho8pemennoe npumenenue: XUBble aTTEHYUPOBAHHbIE BaKIMHbBI (KpOMe
BAaKIMHbI TPOTUB  KEJITOW  JIUXOPAAKH, C KOTOPOM OJHOBPEMEHHOE MpPUMEHEHUE
MIPOTUBOMNOKA3aHO) BBUY PHCKA CUCTEMHOTO 3a00JI€BaHMs C BOZMOKHBIM JIETATHHBIM UCXOOM.
Puck moBblmaeTcs y manmueHTOB € YK€ MMEIONIeicss UIMMyHOCypeccueld u3-3a ux (hOHOBOTO
3aboneBanus. Crenyer NPUMEHATh WHAKTUBUPOBAHHBIC BAKIIMHBI, €CIIM TaKOBBIE CYIIECTBYIOT
(momuomuenur) (cM. pazzaen 4.4).

dapMaKOKMHETHKA TeMeTpeKcea He M3MEHseTCS MpH MpUMEHEHUU ¢ (OJIMeBOM KHCIOTOU
nepoparbHO, BUTAMUHOM Bi2 BHYTPUMBINIEYHO U NP KOMOMHHUPOBAHHOM MPHUMEHEHHUU C

OUCIIIIATUHOM.

4.6. ®epTHIBHOCTDH, 0€PEMEHHOCTD H JAKTALUS

JKEHIMHEI ¢ IETOPOAHBIM TOTSHITHAIOM (KOHTDaHCHHI/IH Y MYKYMH U )KCHHJI/IH)

HeMeTpeKCGI[ MOXET BbI3bIBATh TCHETUYCCKUC HapymeHI/m. )KGHHII/IHI)I B Z[GTOpOI[HOM B03paCTC
JOJIPKHBI IIOJIB30BATHCA 3(1)(1)€KTI/IBHI>IMI/I METOJaMHU KOHTpaIIeHIII/II/I B Xoae Tepam/m
MEMETPEKCEIOM U B TeYeHHE 6 MecsleB mocie ee 3aBepiieHus. [[oJ0BO3penbiM MyKUYMHAM
clelyeT HCIOJNb30BaTh HAJIEKHBIE CPEJICTBA KOHTPALCNIMH, TaK Kak HE PEKOMEHJyeTCs
CTAHOBHUTHCA OTIIaMHU HaA HpOTSI)KeHI/II/I Tepam/m " 10 3 MECAIIEB ITOCJIC €€ 3aBepHIeHI/I$I.
bepemeHHOCTD

JlanHple 1O TNPUMEHEHHIO TMEeMEeTpeKceaa y OepeMEHHBIX JKEHIIMH OTCYTCTBYIOT, HO
MpeoiaraeTcs, 4Yro OH, KaK M JpYrue aHTHUMETa0ONMThI, MOXET BBI3BIBATH CEPhE3HBIE
BpPOXKJCHHbIE Je(EeKThl MpU NPUMEHEHHMH BO Bpems OepeMeHHOCTH. B wuccienoBaHusx Ha

JKUBOTHBIX HAOJI01a7I0Ch TOKCHUECKOE JEHCTBUE HA PEMPOIYKTUBHYIO (DYHKITHIO.
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IIpenapar [TemeTpexces He cleayeT MPUMEHSTH BO BpeMs Gtpehertrovrs - | eHOCTE 0001)

JlakTanus

HeusBectHo, BbIIENsETCA U MEMETPEKCE] B TPYAHOE MOJOKO, TaK UYTO HEJIb3s HCKIIOYHUTH
HE)KeJaTeJIbHBIX PeaKuil y TpyIHOro peOeHKa.
Bo Bpemst neuenus npenapatom [lemerpekcen ciaenyer npeKkpaTuTh rpyAHOE BCKapMIIMBaHHUE.

DdepTUabHOCTD

Bcnencreue TOro, 4ro Tepamusa NEMETPCKCCAOM MOKCET BbI3bIBATH H606paTI/IMO€ 6€CHJIOI[I/IC,

MYX4YHUHaM PEKOMCHAYETCA paCCMOTPETh BO3SMOXKHOCTE COXpaHECHUA CIIEPMBI 10 HaYajla TCpariuu.

4.7. BiusiHue Ha CcrnocoOHOCTH YNPaBJATH TPAHCIOPTHBIMM CpeJCcTBaMH M padorarh ¢
MeXaHUu3MaMH

BausiHue nemeTrpekcena Ha CIOCOOHOCTh YIPABIATh TPAHCIOPTHBIMU CPEACTBAMU HE U3y4alloCh.
OpHaKo 0TMEYaJI0Ch, YTO IEMETPEKCE]] MOXKET BBI3bIBATh MMOBBIICHHYIO yTOMIIsIEMOCTb. [loaToMy
NAIMEeHTOB, Y KOTOPBIX HAOJIOMAeTCsl MOBBIIEHHAST YTOMIISIEMOCTD, CIEAYET MPEAOCTepedb OT

yIpaBieHUs TPAHCIOPTHBIMU CPEICTBAMU U paOOThI ¢ MEXAHU3MaMH.

4.8. HexxesiaTesIbHbIE peaKIIHU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Haubonee pacnpocTpaHeHHBIMUA HEXENATCIIbHBIMUA SIBJICHHUSIMHU, CBS3aHHBIMH C Teparuen
neMeTpekceoM (B KayeCcTBE MOHOTEpPANHMHM WIM B KOMOMHMPOBAHHOW Tepamuu), SBISIOTCS:
nojapieHne (PYHKIHUM KOCTHOTO MO3ra, MpOSBISIONIeecs B BUIE aHEMUU, HEUTPONECHUH,
JIEHKOTIEHUH, TPOMOOIIMTOIICHUH;, KETYJOUYHO-KUIIIEYHAs TOKCUYHOCTD, TPOSBIISIONIASICS B BUJIE
AQHOPEKCHUH, TOIIHOTHI, PBOTHI, TUAPEH, 3aropa, (PapuHTUTA, BOCTAICHHS CIU3UCTON 00OJIOUKHU U
cToMmatuTa. Jlpyrue HekelaTeNnbHBIE SBICHUS BKIIOYAOT HE(PPOTOKCUYHOCTH, MOBBIIICHHBIN
YpOBEHb aMUHOTpaHc(epas, alomnenuio, yCTaloCcTh, 00€3B0KHUBaHHE, ChIMb, WH()EKIIHIO/CETICUC U
HeWponatuio. Penko HaOmromaroTcst Takue sBJICHMs, Kak cuHApoM CrtuBeHca-/[)KoHCOHA U
TOKCHUYECKHUH 3MUIEPMAJIbHBIN HEKPOJIN3.

Hwuxe mpuBeneHbl CBEACHHUS O HEKENATENbHBIX SIBICHUSX NMPUMEHEHUs NMEMETpPEKcela Kak B
KauecTBE MOHOTEpaliy, TaKk U B KOMOHMHAIIMM C JAPYTUMH JIEKapCTBEHHBIMH CpPEICTBAMHU
(He3aBHCHMO OT TPUYMHHO-CJICICTBEHHOW CBsI3M), HAONIOJABIIMECS B  KIMHUYECKHUX
MCCJIEIOBAHMSX U B IIOCTPETUCTPAIIMOHHOM TIEPUOJIE.

Tabauunoe pE3IOME HEXKENATEIbHBIX PEaKIINN

HexenarensHbie peakiuuu TMpPUBCACHBI B COOTBCTCTBUHM C KJlIaCcCaMUu CHUCTEM OpPraHoB,
npeacCTaBJICHHBIMU B Me)II/IIII/IHCKOM cJIoBapc A HOpMaTHBHO-HpaBOBOﬁ JACATCIIBHOCTH

(MedDRA). B kaxaoMm Kjacce CHCTEM OPraHOB HEXKENATeNbHBIC PEaKIHMH pPACIPEICICHBI U
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MIPEACTABIICHBI 110 YaCTOTE Pa3BUTHS: oueHb yacmo (> 1/ 1'&%&9}5&@%7‘1%&1‘/ TO'_) ;':L;e';'tlz:'cmo

COOTBETCTBYET ZKCNEPTHOMY OTUETY

(> 1/1000, HO < 1/100); peoxo (> 1/10 000, Ho < 1/1000); ouensv peoxo (< 1/10 000); vacmoma
Heuzgecmua (Ha OCHOBAaHUU MMEIOIIUXCS TAHHBIX OILICHUTh HEBO3MOXKHO).

Hwuxe mnpencraBieHbl HEKEIATCNIBHBIC SBJICHUS DPA3HOW CTEIEHM TSKECTH, HE3aBHCHMO OT
IPUYMHHO-CJIEICTBEHHOM CBSI3M, HAOJIIOJAaBIIMECS B XOZE KJIMHUYECKUX MCCIEJOBAHUN IpU
IIPUMEHEHUN TEMETPEKCENa B CPABHEHUU C JIOLETAKCENIOM, IIpU NPUMEHEHUM IIEMETpEeKcena B
KOMOWHAIMY C HUCIUIATHHOM B CPAaBHEHHHU C TEMUIMTAOMHOM B KOMOMHAIINH C IUCIUIATHHOM, TIPU
IPUMEHEHUH IeMeTpeKceJa B KOMOMHAIMM C LUCIUIATUHOM B CPAaBHEHUU C MOHOTEpamueu
LUCIUIATUHOM, IIPU IIPUMEHEHUH NIEMETPEKCela C ONTUMAIBHON NONICPKUBAIOLICH Tepannuen B
CPaBHEHMH C IUIaLE00 ¢ ONTHMAIbHOW MOJAEPKUBAIOIIEH TepaUeil U B OCTPETUCTPALIOHHOM

Hepuoze:

HUnghexyuu u unsazuu

Ouenp yacto nHbeKyH’, GapuHTHT
Yacto cercuc?
Ouenb peaxo JIEPMOTUTIOAEPMUT

Hapywenus co cmopoHul Kposu u tumpamuueckoii cucmemvl

OdeHpb 9acTo HEUTPOTICHU S, ICHKOTICHHSI, CHUKCHHUE YPOBHS T'eéMOTJIO0MHA
Yacrto beOpriibHas HEUTPOIICHUS, TPOMOOITUTOTICHUS

Heuacro MAHIUTONICHUS

Penxo ayTOMMMYHHAsI TeMOJIMTHYECKAsT aHEMUS

Hapywenus co cmopoHbl UMMYHHOU cucmembl

Yacro TUIIEPYYBCTBUTEIBHOCTD

Penko aHaQUIAKTUYECKUH 10K

HapymeHu;l Memaboauzma u nUManus

Yacto JeTUIpaTanus

Hapywenus co cmoponul nepénoii cucmemvl

Yacro HapylleHue  BKyca, nepudepuueckas  MOTOpHas  HeWpomaTwus,

nepmbepnqecmﬂ CCHCOpPHAas HeﬁPOHaTHH, T'OJIOBOKPY’KCHHUC

Heuacto OCTpOE HApYyIIEHHUE MO3TOBOI'0 KPOBOOOPAIIIEHH S, UIIIEMUYECKUN UHCYIIBT,

BHYTPHUYEPENTHOE KPOBOMU3IUSIHUE

Hapywenus co cmoponul opeana 3penus

Yacro KOHBIOHKTUBHUT, CYXOCTb TIJila3, IIOBBINICHHOC CJIC30TCUYCHUC, CYXOP'I
KEPAaTOKOHBIOHKTUBHUT, OTCK BCK, 3a001eBaHUs MTOBEPXHOCTHBIX TKaHei

Tj1a3a
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(MOCAEQOERTENEROC T 000

Hapywenus co cmoponul cepoya

Yacto cepacuHass HCAOCTATOYHOCTb, ApUTMHA

Heuwacro CTeHOKapaus, WHGApKT MHUOKapja, uIIeMuyeckas OoJIe3Hb cep.ua,

HAIKCITyJ04YKOBas apuTMUA

Hapywenus co cmopoHul cocy0os

Heuwacro nepudeprueckas HIIeMIs®

Hapywenus co cmoponul OvixamenvHoti cucmemsl, Op2aHo8 2pyOHOU KIemKU U Cpe00CmeHUs

Heuacto JIeroyHasi ’MOOJIUs, UHTEPCTUIIMATbHAS THEeBMOHHS>"

Kenyoouno-Kuuleunvie HapyuleHus

Ou4eHp yacTo CTOMATHUT, AHOPEKCHS, PBOTA, IUapes, TOITHOTA

Yacto JTICTIETICUS, 3a10p, 00Jb B )KHUBOTE

Heuacro pEKTalbHbIE KPOBOTEUEHUS, JKENyJIOYHO-KUIIEUYHbIE KPOBOTEUEHUS,
nepdopanys KUIIEUHNKA, 330(haruT, KOIUT®

Hapywenusa co cmoponuvl neyenu u scenuegol800auux nymei

Yacro noBbIlIeHHBIH ypoBeHb AJIT, noBeiieHHbINH ypoBeHb ACT

Penxo renaTuT

Hapywenus co cmoponul kodcu u noOKOH#CHbIX MKaHel

Ouensp 4acTo CHIMb, IIETYIIECHNE

Yacro TUIEPIUTMEHTAlUs, 3yld, MyIbTU(GOpMHAs  JpuUTeMa,  aJoleuus,
KparuBHUILA

Penxo sputreMa

Ouens penko CHUHJPOM CruBeHca-J[KOHCOHA®,  TOKCHYECKHIl ANUJAEPMAIIbHBIN

Hekponus®, mempuroun, OyIIesHBIA  IepPMAaTHT, TNPHOOPETEHHBII

OyIIe3HBI AMUAEPMONN3, DPUTEMATO3HEIH OTEK®, TICeBIONEIIIONNT,

J€PMaTUT, 3K3eMa, IPYypUro

Hapywenus co cmopoHuvl nouex u Mouesvbi8o0auux nymet

Ouensb yacto CHIKEHME KIUPEHCa KPeaTHHUHA, YBeTNIEHHE YPOBHS KPeaTHHUHA®

Yacto moyeyHas: HEJAOCTaTOYHOCTh, CHW)KEHHE CKOPOCTH  KIIYOOYKOBOIA
bunbTpanun

Yacrora HepOreHHbIN HecaXxapHbIil [uadeT, HEeKPOo3 MOYEUHBIX KaHAJIbIIEB

HEM3BECTHA

Obwue napywenus u peaxyuu 8 mecme 86e0eHUs

Ouenb 4acTo YTOMIISICMOCTD

Yacto nupeKcusi, 00J1b, OTEK, OOJIb B TPY/IH, BOCTIAJICHHE CITU3UCTOU 000JT0UKH
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Jlabopamopnvlie u uncmpymenmanbHvle OAHHbIE

Yacro NOBBIIIIEHUE YPOBHs raMma-Tiayramuintpancdepassl (ITT)

Tpasmvl, unmoxcuxkayuu u 0CI10N*CHeHUsL NPOYeoyp

Heuacro JTy4eBOH 330(harut, JTy4eBoi MTHEBMOHUT

Penxo CJlydau peruiuBa MoOOYHbIX APPEKTOB JIyueBOH TEpaTHH

1 - ¢ HeiiTponenueii nnm Ge3 Hee

2. nHoraa € J€TaJbHbIM UCXO0J0M

3 - uHOT/IA IPHBOIUT K HEKPO3y KOHEUHOCTEH

4. C HBIX&TCHBHOﬁ HEAOCTAaTOYHOCTBIO

5. Ha6J'IIOI[aJ'IOCB TOJIBKO B KOM6I/IHaI_II/II/I C IMCIIIaTUHOM

6. MNpEeMYIICCTBCHHO HUKHUX KOHEYHOCTCH.

COO6H.I€HI/IC 0 IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo cooOmiath 0 TOM0O3pEBAaEMBIX HEXKENIATEIbHBIX PEAKIUAX TIOCIe PETUCTpaIuu
JICKapCTBEHHOTO TIperapara ¢ meiibio 00eCreueHrsT HEMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«I0Nb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeIuIMHCKUM pabOTHUKAM PEKOMEHIYETCS
coo0mIaTh O JIOOBIX I0JI03PEBAEMBIX HEXKEJIATEIbHBIX PEAKIUIX JIEKapCTBEHHOIO IIperapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIaTeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanns

®enepanbHas ciryx0a 1Mo Haa30py B cepe 3ApaBOOXpaHEHUs

109012, r. MockBa, CnaBsiHCKasl miiomanip, 1. 4, ctp. 1

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

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeJ'IeKOMMYHI/IKaI_[I/IOHHOI\/’I CCTHU ((I/IHTepHeT))Z

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CHMIITOMBI

3aperucTpUpOBAHHbBIE CUMIITOMBI  MEPEJO3UPOBKM  BKIIOYAJIA HEUTPOINEHHUIO, AaHEMHUIO,
TPOMOOIIUTONIEHUIO, BOCTIAJICHUE CIIU3UCTOM OOOJIOUKH, CEHCOPHYIO TOJMHEUPOTIATHUIO M CHIIIb.
CumnTombl: monaBieHne (QYHKIUM KOCTHOTO MO3Tra, MPOSBISIONICECS HEHTPOIICHHEH,
TpoMOouHTONIeHHEeH W aHeMued. Takke MOTYT HaOMIOAaTbCcs TPUCOEAMHEHHWE HH(EKIui ¢

J'IHXOpB.I[KOﬁ uinu 6e3 JIMXOpadKu, 1uapes W/WIIA BOCHIAJICHUE CIU3UCTON 000JOUKH.
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JleueHne

B cnyuae nomo3peHus Ha iepe1o3upOBKY MpenapaTa ciaeyeT peryasipHO KOHTPOIUPOBATh OOLIHIA
aHaJU3 KPOBH.

JleyeHne: CUMIITOMATHYECKOE, BKIFOYAs HEMEICHHOE TIPUMEHEHUE KaJIbIUst (OIMHATA.
5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

dapmakoTepaneBTUUYECKass TPYIa: TPOTHBOOIYXOJIEBBIC CPEACTBA; aHTUMETA0OHUTHI; aHAJIOTH
(b 0oNIMeBOI KUCIIOTHI.

Koxg ATX: LO1BAO4

MexaausM aeiicteusd 1 dhapMakoarHaMudeckue b dheKThl

[Temerpekcen sIBIsSI€TCSI MHOTOLIEIEBBIM  MPOTHBOOIYXOJIEBBIM — aHTHU(OIATOM, KOTOPBIH
OKa3bIBAET CBOE JEHCTBHE MyTeM HApYIICHHUS KIIIOUYEBBIX (DOJIaT-3aBUCHMBIX META0OIHMUECKUX
IIPOLIECCOB, KpaliHe BaXKHBIX JUISl pEIUIMKAIIMH KIIETOK.

HUccnenoBanus in Vitro mokasaiu, 4To MeMeTpeKce]] BeleT cedsi Kak MHOTOIICTIeBON aHTU(OIIAT,
UHTHOUPYS TUMUUIIATCUHTA3y (TS), auruapodonarpenykTasy (DHFR),
rimuHaMuApuoonykineotuadopmunrpanchepasy (GARFT), koTopble SBISIOTCS KIIOYEBBIMH
¢donar-3aBUCUMBIMU (pepMEHTAMH NPH OMOCHHTE3€ TUMHIWHOBBIX U ITYPUHOBBIX HYKJICOTH/IOB.
[TemeTpekcen mocTynaer B KIETKM C MOMOIIbIO MEPEHOCYHMKAa BOCCTAHOBJIEHHBIX (POJIATOB U
MEMOpPaHHBIX OEIKOBBIX (POIAT-CBA3BIBAOIIMX TPAHCHOPTHBIX cucTeM. IlocTymas B KIeTKy,
nemMerpexces ObICTPO M APPEKTUBHO MPEBpAILACTCS B MOJIUIITyTaMaTHbIe (POPMBI C TOMOIIbIO
depmenTa onunnonurayramMarcuHTeTaspl. [lonmurnmyramatHele (GOpMBI  3aJ€pKUBAIOTCA B
KJIETKaX U sBIAIOTCS Oosiee MouHbIMU nHruouTropamu TS u GARFT. IlonurnyramMmuHupoBanue -
3TO 3aBUCUMBIM OT BPEMEHU M KOHIEHTPALUU INPOLECC, KOTOPBI BCTPEYAETCS B OIYXOJEBBIX
KJIeTKaxX M, B MEHbLIEH CTENEeHU, B HOPMAJbHBIX TKaHAX. Y MeTa0OJUTOB, MOJIYYEHHBIX B
IpOLECcCe IMOJUITYTaAMUHUPOBAHUS, YBEIMUYEH BHYTPUKJIETOUYHBIH MEpUOJ MOJYBBIBEICHUS,
BCJIE/ICTBHE YETO YBEIMUNBAETCS JACUCTBHE IIpenapaTa B OIyXO0JIEBbIX KIETKAX.

[Tpr KOMOMHHUPOBaHHOM HPUMEHEHHH MEMEeTpeKcela W LUCIUIATHHA B UCCICAOBAHUIX IN Vitro
HaOJII01aJICsl CHHEPTU3M ITPOTUBOOIYX0JIEBOTO JICHCTBHUS.

5.2. ®apmakokuHeTHYECKHE CBOHCTBA

OpnHoBpeMEHHOE BBEJEHHE LMCIUIaTMHA HE OKa3blBaeT BIMSHHE Ha (hapMaKOKMHETHUYECKHE
cBoiicTBa memerpekcena. IlpumeHenue QonmueBoil KUCIOTHI MEpoOpalbHO W BHUTAaMHHAa Bi2
BHYTPHUMBIILIEYHO HE BIUAJIO Ha (PapMAaKOKMHETHKY IIeMeTpeKcea.

Pacnopenenenune

[TocTosHHEBIA 00BEM pacrpeseieHns meMeTpekcena paseH 9 i/m%. Mccmemosamms in Vitro

nokasaiu, 4to okoiio 81 % nemerpekcea cBs3bIBaeTCs ¢ 6eakamMu mia3Mel. Hapyienue gyHkunn
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MOYEK Pa3HOM CTEIICHH TSHKECTH HE OKa3hbIBAJIO 3 1MeTHoréllgf;ﬁﬁﬁgiffﬁ%%;&wﬁ%[hgﬁ%&l(:5ena

¢ OeJIKaMHU TUIa3MBl.

Buorpancdopmarus

[TemeTpekcen orpaHMYEHHO MOABEPraeTcs MeTaboIu3My B IIEYCHH.

OJIMMUHALNS

[TemeTpekcel B OCHOBHOM BBIBOAMTCS IMOYkamu, 1pu 3ToM oT 70 no 90 % BBeneHHON H03bI
OOHAapy>XMBaeTCs B HEU3MEHHOM BHJE€ B TEUEHHE IMEpPBbIX 24 YacoB IOCJIE BBEACHUS.
WccnemoBanust iN VItr0 1OKa3bIBAlOT, 4YTO IIEMETPEKCe] akTUBHO cekperupyercs OAT3
(IIepeHOCYMKOM OpPTraHWYEeCKUX aHUOHOB 3). Y MalMeHTOB C HOPMAaJIbHOM (yHKIMEWH Modek
(xnmupenc kpearnHuHa 90 MII/MUH) OOIIMIT CHCTEMHBIH KIMPEHC NEMETPEeKceaa COCTaBIISET
91,8 mu/MHH, TIepHOJA TONYBBIBEJCHHUS M3 IIa3Mbl COCTaBIsET 3,5 dYaca. MexXmanueHTHas
BapnalOeIbHOCTh KIUpEeHca yMmepeHHas, cocTaBuser 19,3 %. I[lnomaap mnox kpuBoi
«xoHueHtpanus - spems» (AUC) u mMakcuMasbHas IMIa3MeHHas KOHILIGHTpalus MeMeTpeKcena
YBEJIMYUBAETCS  MPONOPLUHMOHANBHO J03e. {DapMakOKMHETHKAa IEMETpeKceaa OCTaercs

HEN3MEHHOM B TEUCHHE HECKOIBKUX IUKJIOB TCpallnu.

6. PAPMAIIEBTUYECKHUE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

MannauTOoIN

Harpus rugpokcua 1M pactBop uitu XJ10poBo1opoaHo# kuciaoTsl 0,1M pactBop (1u1st KOPPEKITUH
pH).

6.2. HecoBmecTuMOCTD

[TemeTpekcesl HECOBMECTUM C pacTBOpPaMH, COAEPIKALIUMU KalblIMii, B TOM YHCJE C pacCTBOPOM
Punrepa nmakrara m pacrBopom Punrepa. IIpemapar Ilemerpekcen He cienyeT cMmelmMBaTh C
JIPYTMMH JIEKaPCTBEHHBIMU MpernapataMu, KpoMe yKa3aHHBIX B pazzaene 6.6.

6.3. Cpok romHocTH (CPOK XpaHeHHs )

HeBckpuIThIN hi1akoH

3 roxa.

IIpuroToBIIEHHBIN PacTBOP

[Tpu Temmneparype 2-8 °C He Oonee 24 yacos.
6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU
XpaHuTh Ipu Temuneparype He Boime 25 °C.

Ycnopus XpaHCHUA TTOCJIC TPUT'OTOBJICHUS JICKAPCTBCHHOI'O IIpCIIapaTa CM. B IOApa3aAciic 6.3.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

JInodunuzar, comepxkamuit 100 mr wim 500 Mr memerpekcena, BO (UIaKOH W3 MPO3PAYHOTrO
OCCIIBETHOTO CTEKJIa MEPBOTO THUAPOJUTUYECKOTO Kiacca BMECTUMOCTBIO 110 39 mul, (uiakoH
YKYIMOPHUBAIOT MPOOKOH pEe3UHOBOM W3 CHHTETUYECKOro OyTHJIOBOrO Kaydyka. DIakoH,
YKYIOPEHHBIA MPOOKON pPEe3nHOBOM, O00KMMAIOT KOJIMAYKOM AalFOMHUHHUEBBIM, C IJIACTUKOBOU
KPBILIKOW MK 6e3 Hee.

Ha ¢akoH HakJIenBarOT SITUKETKY.

[To 1 ¢pnakoHy MOMEIIAIOT B KOHTYPHYIO STYEHKOBYIO YIAaKOBKY.

| KOHTYpHYIO STUEHKOBYIO YMakOBKY WM | (iakoH BMecTe C MHCTPYKIHEH M0 MEAUIIMHCKOMY
MPUMEHEHHUIO (JIMCTOK-BKJIAJIBII) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJIH OTXO0JA0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs
JIEKAPCTBEHHOI'0 MpenapaTa u Apyrue MaAaHUIMYJISIIUM C IPenapaToM

MGDI)I IPEAOCTOPOKHOCTHU IIPU ITPUTOTOBJICHNUHN 11 BBEACHUHN

Kak w mpum oOpameHuu ¢ JPYyTMMH TOTEHIIHAIBHO TOKCHYHBIMH TPOTHBOOITYXOJICBEIMHU
npenapaTamu, CJIeIyeT MPOSBISATH OCTOPOKHOCTh MPU OOpAIlEHUN U MPUTOTOBICHUH PacTBOpa
st uHQy3un npenapara [lemerpekcen. Pekomenayercs ucosib3oBarh nepuyatku. Ecimu pacTBop
npemapara [lemeTrpekcen monan Ha KOXY, CISAyeT HEMEJICHHO W THIATEIHLHO MPOMBITH KOXKY
BOJ10# ¢ MbuTOM. Ecitn pactBop mpenapara [lemerpekcen momasn Ha CIM3UCTYIO 000JI0UKY, CIETyET
THIATENTFHO TPOMBITH ee Boaou. [Ipemapar Ilemerpekcen He OKas3bIBaeT KOXXKHO-HAPBIBHOTO
neiictBus. [Ipu moBpexaeHNN cocyia He CYIIECTBYET CHEeIHaTbHOTO aHTHI0TA. 3aUKCHUPOBAHO
HE3HAYMTENIFHOE YUCIIO CITydaeB MOBPEXICHHs COCy/la P BBeACHUH mpenapara [lemerpekcer,
KOTOpbIE HE OIEHHBAIUCH HCCIeNoBaTeleM Kak cepbe3Hbie. [Ipm moBpexaeHuu cocyna
HEOOXOUMO CJIeI0BaTh JIOKATbHBIM CTaHAapTaM JICUCHHUSI.

[IpaBuaa OpUroTOBICHUS PacTBOPA JJIS PIHd)V3PII>i

1. B xadecTBe pacTBOPUTENS UCIIOIB3YIOT TOJBKO 0,9 % pacTBOp HaTpus XJjI0puaa.

2. J{na npenapama 0o3zupoexou 100 me: nus MOydeHUs pacTBopa i WHDY3UH, CoIepKUMOe
¢akona pactBopsitor B 4,2 Ma 0,9 % pactBopa HaTpusi Xxjopuzaa (0e3 KOHCEpBaHTOB) /0
KOHIIeHTpauuu 25 mr/mi. Kaxplii ¢1akoH akKypaTHO B30aITHIBAIOT JO MOJHOIO PAaCTBOPEHUs
mnodunuzara. [loaydeHHbIN pacTBOp JOHKEH OBITH MPO3pavyHbIM, OECIBETHBIM MM OT CBETIIO-
JKEJITOTO JI0 CBETJIO-3€JI€HOBATO-KENTOro 11BeTa. pH BoccTaHOBIEHHOTO pacTBOpPa COCTABISET OT
6,6 10 7,8. TpedyeTcs 10NOJHUTEIbHOE Pa3Be/leHHeE.

Hna npenapama Oo3zuposxoti 500 me: nas MOdydeHUs pacTBopa Uil MH(DY3UH, copepkumoe
¢drnakona pactBopsitor B 20 mim 0,9 % pactBopa HaTpus xjopuaa (0€3 KOHCEPBAHTOB) 0

KoHUeHTpauuu 25 mr/miu. Kaxasiii ¢pakoH akkypaTHO B30aiThIBAalOT J0 MOJHOTO PaCTBOPEHUS
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muodunmzara. [lomydeHHBIH pacTBOP MOJDKEH QBITh npd%atmlmﬂ GGICHBGTHII-;IM'I/IJ'II/I 0T 'CB%"‘IFJ'IO-

JKEJTOTO /10 CBETIIO-3€JI€HOBATO-KENTOro 11BeTa. pH BOCCTaHOBIEHHOTO pacTBOpa COCTAaBISET OT
6,6 10 7,8. TpedyeTcs 10NMOJHUTEIbHOE Pa3BedeHHeE.

3. CootBercTByrOmMiI 00BEM TMOITYYEHHOTO pacTBopa mpemnapara llemerpekcen HyX HO
JonosHuTenpHO passectu A0 100 mia 0,9 % pactBopom HaTpus XJIOpUIA.

4. Tlepen BBeIeHHWEM pacTBOp Mpenapara HEOOXOAMMO BH3yadbHO NPOBEPHUTH HA HAIH4YWE
MEXaHHYECKUX BKJIFOUCHUN 1 U3MEHEHHUE 1BeTa. Eciin HabmI0Jar0TCs MEXaHUYECKUE BKITFOUCHUS,
pacTBOp HE BBOJISAT.

Yrunuzauus

Bech ocraBmmiics jekapCTBEHHBIHN MpenapaT U OTXO/AbI CJIEyeT YHUUTOXUTh B COOTBETCTBUU C

YCTAaHOBJICHHBIMH HAlIMOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe60BaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
«O30H Meaukay
445043, Camapckas oomacts, r.0. Tonasstta, TEP. O3 IIIIT, MI'CTP. 3-1, 3nanue 11, ctpoenue

1, xom. 37.

7.1. IlpencraBuTenb AepakaTessi pericCTPALMOHHOIO YA0CTOBEPEHHUS

[Iperensnu morpedbUTEIEH HAIIPABIIITH 110 AAPECY:

Poccus

000 «O30H Papm»

445043, Camapckas 061., 1.0. Tonbsitru, Tep. O93 IIIT, maructpans 3-4, 31. 11, ctp. 1.
Ten.: +79874599993, +79874599994

E-mail: ozonpharm@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOT' O YAOCTOBEPEHMUSA

9. JATA TMNEPBUYHOM PEIUCTPAIIMU (IIOATBEPXKIEHMUSI
PET'UCTPALIUU, IEPEPEI'UCTPALIUN)

Jlata nmepBoii peructpanumu:

10. JATA IEPECMOTPA TEKCTA
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OOmast  xapakTepuCTHKa JIEKapCTBEHHOro  mpenapata [lemerpekcex  JocTynmHa — Ha

UHPOPMAIIMOHHOM TIOpTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(GOPMAIIMOHHO-

KOMMYHUKaIMOHHOM cetn «HTepueT» https://eec.eaeunion.org/.
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