COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 31.01.2025 Ne 2241

OBIIAS XAPAKTEPUCTUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPETTAPATA

ITemerpekcen, 500 mr, TuodUIM3aT ISl MPUTOTOBIICHUS PAaCTBOPA ISl HHY3UH.

2. KAYECTBEHHbLIA U KOJIMYECTBEHHBIN COCTAB

JleiicTBytollee BEIIECTBO: IEMETPEKCE.

Kaxnprit dpnakon comepxut S00 Mr memerpekcena (B BUIe JUHATPHS TeIITaruapara).
BcrnomorarenbHble BelecTBa, HaJIHMuWe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: HaTpui (cM. pazzaen 4.4).

[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
JInodunuzar A NpUroTOBJIEHUS pacTBOpa ISl HUHPY3H.
ITopucras amopdHas macca OT O€10ro 10 CBETI0-XKEITOTO UM CBETIIO-KEITOrO C 3eJI€HOBATHIM

OTTCHKOM IIBCTA. I[OHYCKaCTCH KOMKOBAHHC.

4. KJIMHUYECKUE JTAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
[Tpenapat Ilemerpekcen noka3aH K NPUMEHEHUIO Y B3POCIIBIX B BO3pacTe OT 18 net:

HeMenKokJIeTOUHBIN paK JIETKOT'O

— Ilpemnapat Ilemerpekcen B KOMOUHAIMY C IIMCIUIATUHOM TTOKAa3aH JJisi IEPBOM JIMHUH TepaIun
MAalMEeHTOB C MECTHOPACIPOCTPAHEHHBIM WJIM METACTATHYECKUM HEMEIKOKIETOYHBIM PAaKOM
JIETKOTO, KPOME MPEUMYIIECTBEHHO TUIOCKOKJIETOYHOM TUCTOJIOTHYECKON (POPMBI.

— Ilpemnapat IlemeTpekces B kKauecTBE MOHOTEPANUH MMOKa3aH ISl MTOAACPKUBAIOIIEH Teparuu
MECTHOPACIPOCTPAHEHHOTO HJIM METACTaTHUYECKOI0 HEMEIKOKIETOYHOI O paKa JIETKoro, Kpome
MIPEUMYIIECTBEHHO TJIOCKOKJIETOUYHON THCTOJIOTHIECKOM (POPMBI, Y TAITUEHTOB C OTCYTCTBHEM
MIPOTrPECCUPOBAHMS TIOCIIE IEPBOM JIMHUM T€PANIUU HA OCHOBE MPENapaToB MIATUHBI.

— Ilpenapat IlemeTrpekcen B kauecTBE MOHOTEpANUU MOKAa3aH Jisl BTOPOM JIMHUU TEpanuu y
MAalMEeHTOB C MECTHOPACIPOCTPAHEHHBIM WJIM METACTATHYECKUM HEMEJIKOKIETOYHBIM PAKOM
JIETKOTO, KPOME MPEUMYIIECTBEHHO TUIOCKOKJIETOYHOW TUCTOJIOTHYECKON (POPMBI.

310KadYecTBEHHAS ME30TEINOMA IIJICBPEI

— Ilpenapat [lemerpekcen B KOMOMHALIMYU C IUCIIJIATUHOM TIOKa3aH JJIS JICUCHHs! MAI[EHTOB C
Hepe3eKTabeIbHON 3JI0KaYeCTBEHHONW ME30TEIIMOMOM TUICBPHI, PaHEe HE MPOXOJUBIINX KYpC

XUMHOTCPAIINU.
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4.2. Pe:kuM 103UPOBAHMSI M CIIOCO0 NMPUMeHEeHUst

Tepanust mpenapatom llemerpexces MOKET MPOBOAUTHCS TOJIBKO MMOJ HAOJIOJCHHEM Bpaua,
MMEIOLIETO OIBIT IPUMEHEHUS IPOTUBOOITYX0JIEBBIX IIPENAPATOB.

PexxuM 103upoBaHUs

Ilemempexceo 6 KomOUHAyUU ¢ YUCNAAMUHOM

PexoMeHI0BaHHas /103a mpenapata Ilemerpekcen coctapmisier S00 Mr/mM2 B BUJe BHYTPHUBEHHOI
nHpy3un B TedyeHne He MeHee 10 MHHYT B TMEpBBIA JCHb KaXA0ro 21-THEBHOTO IHKIIA.
PexoMen10BaHHAs 71032 LUCIUIATMHA COCTAaBIsET 75 Mr/M? B BUJE BHYTPUBEHHOH MH(DY3UU B
Te4eHHe 2 4YacoB MpUMepHO uepe3 30 MHHYT TOCie 3aBeplIeHus WH(QY3HH TeMeTpeKcena B
nepBblii  JeHb Kaxkaoro 21-mHeBHoro 1ukna. Ilanwentam gomkHa OBITH  IIpOBEAEHA
IPOTUBOPBOTHAsI Tepamus, a Takke oOecredeHa aJeKBaTHas TMIpaTanus 10 W/WIK Iocie
BBEJCHUS LUCIUIATUHA (TaKKe CJenyeT OOpaTUThCs K MHCTPYKUMHM 10 MEAMIMHCKOMY
NPUMEHEHHIO LUCIUIATHHA C [EJbI0 TMOIYYeHHS CIIeHU(PUIECKUX PEKOMEHIANN OTHOCUTEIHHO
JIO3UPOBAHUSA).

Ilemempexceo 6 kauecmee MoHomepanuu

Jl1s maleHToB ¢ HEMENKOKIETOYHBIM PAaKOM JIETKOTO MOCI€ XMMHOTEPAIIUU PEKOMEHI0BAHHAs
no3a npenapara Ilemerpexces coctaBnser 500 Mr/m? B Bujie BHyTPUBEHHON HH(Y3UM B TeUeHHE
10 MUHYT B NIEpBBIN AEHb KaKA0TO 2 1-THEBHOIO LIUKIIA.

Pexomenoayuu nepeo nauanom npumenenus npenapama Ilemempexceo

Jlnst cHUKEHUsT 4acTOThl BO3HUKHOBEHHS! M CTENEHU TSHKECTH KOXKHBIX peakluuil HeoOXOJUMO
IPUMEHSTH TIIIOKOKOPTUKOCTEPOUIBI 32 J€Hb 1O BBEJEHUS, B IEHb BBEACHMS U Ha CIEAYIOIIMMA
JIeHb 110CJIe BBEJICHUS NeMeTpeKkce1a. [ TIOKOKOPTUKOCTEPOU T TOIKEH ObITh SKBUBAJIEHTEH 4 MT
JIeKcaMeTa30Ha, MPUHUMAEMOro MepopajibHO 2 pa3a B JeHb (cM. pasnen 4.4.). J{ns cHukeHHs
TOKCUYHOCTH TIpernapara IIallUEHThl, IOJy4YalOUIMe TEPANHUI0 IEMETPEKCENOM, JOJIKHBI
€XKeJIHEBHO MMPUHUMATh IpenapaTsl GOJUEBON KUCIOTHI WU MYJIBTUBUTAMUHBI C COAECPKAHUEM
¢donueBoii kucnotel (o1 350 1o 1000 mkr). HeoOxo1uMo NpuHATE MUHUMYM ISTh 103 (OJINEBOM
KHCIIOTBI B TEUEHUE CEMM JHEH Iepe]] MEPBBIM BBEACHHMEM IeMeTpekcena. Ilpuem noikeH
IIPOJOJKATHCS HA MPOTSHKEHUU BCETO Kypca TEPAIMK NEMETPEKCEIOM, a TAK)Ke B TeueHue 21 qHs
IIOCJIE TOCJIEAHETO BBEICHMS NeMeTpekcena. B 7-aHeBbI mepuoa nepen MepBbIM BBEACHUEM
neMeTpeKcea MaleHTy HeoOXOJMMO BBECTH OJIHY BHYTPHUMBILICUYHYIO MHBEKIUIO BUTaMHHA
B12 (1000 Mkr), naimee — mo OJHOW MHBEKIMU Kaxable TpH nukia. [locnemyroinye WHBEKIIUN
BUTaMHMHA B12 MOTYT OBITH BHINOJIHEHBI B TOT K€ JIEHb, YTO BBEICHUE NTEMETPEKCeIa.
Habnooenue

[lepen xaxnaplM BBEACHHEM IEMETpeKcela HEOOXOAMMO IPOBOAUTh MOHHUTOPHHI BCEX

NaIMEeHTOB, KOTOPBIN BKIIIOYAaeT B ceOsi OOLIMI aHaIM3 KPOBH C JIGHKOIMTApHOH (dopmynoil u
2
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onpeeseHue Yucaa TpoMOOIMTOB. [l OLEHKH q)yHi{Hfz;'::-Hg%';Ei%-ﬁ@%kiﬁ%éﬂéﬂ'—'ﬁ&%hbm

BBEJICHUEM IIEMETPeKcea HEOOXOAMMO BBIMOJIHUTE OMOXMMHUYECKHI aHanmu3 KpoBH. llepen
HAYaJIOM KaXJOro IHMKJIAa XMMHUOTEpAalHud y TalUeHTOB JOJDKHBI HAaONIONAThCS CIEAYIOIINE
ToKasarenu: abcomoTHoe uncio Heiirpodmnos (AUH) > 1 500 ki1eTok/MMS; 4HCI0 TPOMOOIUTOB
> 100 000 knerox/MM°. KimpeHe KpeaTHHHHA JIOJDKEH COCTABIATH > 45 mu/MuH. KoHIeHTpamms
obmrero Ounupyouna noymkHa ObITh B < 1,5 pa3a ot BepxHeil rpanunsl HopMmbl (BI'H). Yposens
mienouHoi ocdarassl (ILD), acnapraramunorpancdepassl (ACT) u ananHnHaMuHOTpaHCHEPA3HI
(AJIT) nomxken 6b1Th B < 3 pa3za or B'H. Yposens LD, ACT u AJIT B < 5 pa3 or BI'H nonyctum
[P HAJIMYMU METAcTa30B B MIEYCHHU.

Pexomenoayuu no xoppexyuu 0031

Koppekmuro 10361 iepe; MOBTOPHBIMHU IIUKJIAMH CIIETYET IPOBOIUTH, OCHOBBIBAsICH HAa Hanboiee
HU3KOM U3 TEMAaTOJIOTMYECKUX I[OKa3aTejlell WM Ha MaKCUMaIbHO  BBIPAKEHHOMN
HEreMaToJIOTUYECKON TOKCUYHOCTU B T€UCHHE MPEABIAYIIETo IHUKIa JeueHus. Jleuenne moxer
OBITh OTJIOKEHO C IeNBI0 BOCCTAaHOBJICHHS OT TMPOSBICHUH TOKCHYHOCTU. Ilo Mmepe
BOCCTAaHOBJICHHS TEpANHIO CJIEAyeT TMPOJODKATh B COOTBETCTBUM C PEKOMEHIAIMSIMH,
NpUBEICHHBIME B Tabmumax 1-3, KOTOpble OTHOCATCS K MPUMEHEHUIO TNeMeTpeKcena B

MOHOTCpPAIINH UJIN B KOM6HHaLII/II/I C IUCIIaTUHOM.

Ta6auna 1. PexxuMm no3upoBanus nemerpexcea (Ipyu MOHOTEpATUH WM IPU KOMOMHUPOBAHHON

Tepanuu) U MUCIIaTHHA

I'emaToJioru4ecKkasi TOKCHYHOCTD Koppekuust 10361 (Mr/m?)

. 75 % OT mpeAbLaYIIENA TO35I
MuHIMaTBHOE aBCOMIOTHOE YHCIO0 HeHTpohmmos < 500/Mm° u P i

MHHHMaJIbHOE YHCI0 TPOMOOIIUTOB > 50 000/MM° (memetpekcen "
[UCTIJIATHH)

MunumanbsHoe YUCJIO Tpom6GormToB < 50 000/MM3, | 75 % OT mpembIayIIEeit 10361

HE3aBHCUMO OT MHHHUMAaJbHOTO  aOCONIOTHOTO  uucia | (memerpexcen u

HEUTPOPHUIIOB [UCTIJIATHH)

MuHuManepHOE — uMcno  TpoM6omuTos < 50 000/MM® ¢ | 50 % oT mpeapLIymeit 10351

KpOBOTEUEHHEM®, HE3aBUCHMO oT MHHMMAJIBHOTO | (TIeMeTpeKces u

abCOIOTHOTO YKcia HelTpoduIoB IUCIJIATHH)

? - 3TM KPUTEPUU COOTBETCTBYIOT OIpPEIECIECHHIO KPOBOTEUEHHUS > 2 CTENEHU B COOTBETCTBUU
¢ O6umMu Kputepusimu TokcuaHoct Harmonansaoro nuncrutyra paka (NCI-CTC).

[Tpu pa3BUTHM HEreMaTOJIOTUYECKON TOKCUYHOCTH (MCKIIIOYasi HEHPOTOKCUYHOCTD) > 3 CTENeHH,
JeyeHre He0OX0JMMO OTIIOKHUTH /10 BOCCTAHOBJICHUS ITOKa3aTeleil, COOTBETCTBYIOUINX 3HAYSHUIO
nepea HadaioMm JedeHus. Jlanmee Tepanuio HEOOXOAMMO MPOAODKUTH B COOTBETCTBHH C

PEKOMEHIAITUSMH, IPUBEICHHBIMHU B TA0JIHIIC 2.
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Tabauua 2. Pexxum go3upoBanust nemerpexceaa (Ipu MOHOTEpAMY WU IPYU KOMOMHUPOBAHHON

Tepanuu) U UUCIIIaTHHA.

Heremartosiornyeckasi TOKCHYHOCTD »

6 Koppexkuusi 10351

nemerpexcena (Mr/m?)

Koppexunsi 103b1
nucIIaTHHA (Mr/m?)

000JI0OYKH

JIro0ast TOKCUYHOCTH 3 WiH 4 CTEIEHH 3a
HUCKJIFOYEHUEM BOCIAJIEHUS CIIM3UCTOMN

75 % ot npenplayei
JIO3bI

75 % ot npenplayIei
JIO3bI

Huapesi, TpeOyromias TocOUTATIN3ALNUN
(HE3aBHCUMO OT CTEIEHHU TSHKECTH), WIIH
nuapes 3 uin 4 CTENeHH TSHKECTH

75 % ot npenplayei
0351

75 % ot npenplayiei
JIO3bI

4 creneHu

Bocmanenue ciu3ucTor 000JI0YKH 3 WU

50 % ot npenpiayuieit
JIO3bI

100 % ot npenpiaymieit
JO3bI

® Cornacno kpurepusm NCI CTC;

® 3a uckiIrOUYEHNEM HEHPOTOKCHYHOCTH.

B cnydae HeWpOTOKCHYHOCTH PEKOMEHI0BAHHAS KOPPEKIIHUS O3Bl MEMETPEKCeaa U UCIUIaTHHA
npencrarieHa B tabmuie 3. [lpu HelpoTokcHyHOCTH 3 WM 4 CTETNICHH TEepanuio HEOOXO0IUMO

IIPEKPATUTB.

Tab6auua 3. Pexxum no3upoBanus nemerpexcea (Ipu MOHOTEpauy UM IpU KOMOMHUPOBAHHOM

Tepanuu) U HUCIIaTHHA

CreneHb HEHPOTOKCHYHOCTH *

Koppexnus no3nl

nemerpekceaa (Mr/m?)

Koppemmﬂ J03bI HUCIIJIATHHA

(mr/m?)

0-1

100 % ot npeaplayei 0361

100 % ot npeapIayIEH 03B

2

100 % ot npeaplayLeit 036l

50 % oT npeapiyIIei 10361

® CornacHo kputepusim NCI CTC.

Tepamnuto nemeTpeKce10M ClielyeT OTMEHHTD, €CIIN y TTAleHTa Ha0II01aeTCsl TeMaToJIOTHUecKast
U HEreMaToJIoTHYecKasi TOKCUYHOCTh 3 MM 4 CTENEeHH IOcie IBYX CHIKEHHH 103bl. Tepamuio
clleflyeT HEMEIJICHHO MPEKPATUTh MPH HATUYMH HEHPOTOKCHYHOCTH 3 WK 4 CTENeHH.

Oco0ble TPVIIILI TAIMEHTOB

Ilayuenmul noswcunozo eospacma

[Tpu nmpoBeneHNN KIMHIUYECKUX UCCIEA0BaHNUN HEe ObLIO MOTYYEHO JAHHBIX O TIOBBIIICHHH PUCKA
Pa3BUTHS HEXKENATEIbHBIX SIBIICHUHN Y MAIlMEHTOB B BO3pacTe 65 JIeT U cTapiie no CPaBHEHHUIO C
MmalydeHTaMu B Bo3pacTe g0 65 mer. PexuM CHWKEHUS 103 COOTBETCTBYET OOIIMM
PEKOMEHJALIHSIM.

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

HeMeTpeKce):[ B OCHOBHOM BBIBOJHUTCA B HCU3MCHCHHOM BHJAC ITOYKaAMH. HpI/I IIOKa3aTcCIsax
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KJIMpEHCAa KpeaTHHHMHA > 45 MJI/MUH KOPPEKLHS 10351 ':Elé:'i:f)ggy%'m i TTaltheHran, %/':E;&%Bbmx

KJIMPEHC KpeaTHHUHA MeHee 45 MJI/MUH, IPUMEHEHNE IeMeTpeKce1a He pEKOMEHIYETCS B CBSI3U
C HEJOCTaTOYHOCTBIO JAaHHBIX IO NPUMEHEHHUIO Npenapara y O3TOW KaTeropuu IMalueHTOB
(cMm. pasgen 4.3. u 4.4.).
Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
He Op110 ycranoieHno B3aumocBsizu Mexay nokasarensimu ACT, AJIT nnm oGmiero ounupyonna
U (hapMaKOKMHETHKON mMemerpekcena. HemoctaToyHO MaHHBIX MO MPUMEHEHMIO Tpemnapara y
NAI[MEHTOB C HapylleHueM (QYHKIMH IE€YEHH C MOBBIIICHUEM KOHIIGHTpaluu OuwinpyOuHa
6osbiie, yem B 1,5 paza or BI'H, u (wnn) moBelllieHHEM aKTUBHOCTH aMUHOTpaHcdepa3 0oJbliie,
yem B 3 paza ot BI'H (mpu oTrcyrcTBHM METacTa30B B TICUEHH ), MU OoJibiie, ueM B 5 pa3 ot BI'H
(TIpM HATMYMH METACTa30B B IIEYCHN).

eTH
[Tpenapat [lemerpekcen He peHA3HAYEH JIJISl MPUMEHEHUS Y IeTeH.

Croco0 rmpuMeHeHus

BuyTpuBeHHo.

[Tpemapar [1emeTpekcen BBOAUTCS B BUJIE BHYTPUBCHHON HH(]Y3UU B TeueHHE HE MeHee 10 MUHYT
B MEPBBIN JI€Hb KaXA0T0 2 1-THEBHOTO LUKJIA.

HNHCTpyKIMIO MO NPUTOTOBJIIEHUIO PAacTBOpa JIEKAPCTBEHHOIO Ipenapara nepes NpUMEHEHUEM
cM. B pazzene 6.6.

Mepwi npedocmopodichnocmu, npunumaemvle neped npUMeHeHuem npenapama u npu pabome c
HUM

WNudopmanus no pabore ¢ IUTOTOKCUYECKUMH penapaTaMu IpuBeeHa B paszene 6.6.

4.3. IIpoTuBONOKA3aHUS

e ['MnepuyBCTBUTENBHOCTh K MEMETpPEeKCceNy W/HIM K J1I000MY U3 BCIIOMOTAaTENbHBIX BEIIECTB,
MePEUYUCIIEHHBIX B pazjene 6.1.;

e Muenocynpeccust (abcomoTHOE 4YHCIO HeiTpodumos < 1 500/Mm3, dmcn0 TPOMGOIHUTOB
< 100 000/Mm®);

e BripaxxeHHas moyeyHasi HEJOCTATOYHOCTD (KIMPEeHC KpeaTuHUHA < 45 MII/MUH);

e bepeMeHHOCTb, IEPHO/] TPYIHOTO BCKAPMIIUBAHMUS;

e Jlerckuii Bo3pacT (OTCYTCTBHE JJAaHHBIX MO 0€30MacHOCTH U 3G (HEKTUBHOCTH);

e OgHOBpPEMEHHOE NMPUMEHEHHE C BAKIIMHOM IIPOTUB JKEITOU JIMXOPATKH.

4.4. OcoOble yka3aHHus 1 MepPbl NPeI0CTOPOKHOCTH MPH MPUMEHEeHUH

C 0CTOPOKHOCTBLIO
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e [Ipu HapymeHuu QyHKIUU IEUYEHU;

L4 HpI/I TSDKETIBIX  3a00JIEBAHUAX CCpHC‘IHO-COCYI[HCTOﬁ CHUCTEMBI, B TOM YUCIIC I/IH(bapKTe
MHOKapJa U HapyImE€HUHU MO3TOBOT'O KpOBOO6paH_IeHI/I$I.

Oco0ble yKazaHus

[Temerpekcen MOXXET MOAABIATh (YHKIMIO KOCTHOTO MO3ra, 4TO MpOsBIseTcss B (opme
HEHTPOIICHHH, TPOMOOIUTONICHMH M aHeMuH (WM [naHnurorneHun) (cM. pasgen 4.8.).
Muenocynpeccust SBIs€TCs J030JIMMUTUPYIOLIEH TOKCUYHOCTBIO IteMeTpekcena. [lepen kaxapim
BBEJICHUEM I[IEMETpeKcena HEeoOXOAMMO MPOBOAUTH OOLIMII aHaIU3 KPOBH C IMOACYETOM
JekouTapHon (popMyiel 1 unciaa TpoMObouuToB. [leMeTpekcen He clieayeT IPUMEHSTh 10 TeX
TIop, MOKa abCONIOTHOE YHMCIO HeHTpodmiuoB He aocTurHeT > 1500 kimeTok/MMS, a dmCIIO
TpombonuToB — > 100 000 xiertok/MM°. CHUKEHHE 036 B  Hayaie Oo4epeHoro Kypca
OCHOBBIBaeTCsl Ha HauMeHbIuX 3HadeHHsXx AYH, uucna TpoMOOIUTOB M MaKCUMAalIbHOMN
HEreMaroJIOTUYECKOM TOKCUYHOCTH, KOTOpble HAOMIOAANUCh B XOJAE MpPEAbLAYIIEro Kypca
tepanuu (cM. paznen 4.2.).

B Tex cmydasx, korma mpoBoOAWiIach mpemeaukanus (oineBoil KUCIOTOM M BUTaAaMHHOM Bio,
OTMEYAJIUCh  MEHbIIAs TOKCUYHOCTh M  CHW)KEHHME YacTOThl TI'€MATOJIOTMYECKOHM U
HEreMaTOJIOTHYECKOM TOKCHYHOCTH 3/4 cCTeneHW, Takoh Kak HeHTporneHus, (eOpuabHas
HedTporieHUs: W uWHpeknus ¢ Heurponenuedd 3/4 crenenu. I[losToMy Bcex MalMEeHTOB,
MOJIyYAIOIUX TEPANUI0 IEMETPEKCENOM, CIIENYEeT MPOMHCTPYKTHUPOBATh IO IMOBOLY IpUEMa
¢donreBoil KUCIOTHI M BUTaMHHA Bi2 B KauecTBe MPOPHUIAKTHUECKOM Mepbl Uil CHIXKEHUS
TOKCUYHOCTH, CBSI3aHHOM ¢ Tepanuei (cM. paszaen 4.2.).

VY nmanueHToB, HE MOJIyYaBIIMX MPEMEIUKALUIO TTIOKOKOPTUKOCTEPOUI0M, OTMEYAIIUCh KOXKHBIE
peakuuu. [Ipemenukanus qekcaMeTa3oHOM (WJIM SKBUBAJIEHTHBIM IIPENapaToM) MOXKET CHU3HUTh
YaCcTOTY M CTEHEHb TSHKECTH KOXKHBIX peakuuii (cMm. pasaen 4.2.).

bbulo M3ydyeHO HEIOCTaTOYHOE KOJMYECTBO MAIMEHTOB C KIMPEHCOM KpeaTUHUHA HUKE
45 mn/muH. IlosTOMy mpHMEHEHHE MeMeTpeKcena y IMalUeHTOB C KIMPEHCOM KpeaTWHHHA
< 45 ma/muH He pekoMmenayeTcs (M. pasaen 4.2. u 4.8.).

VY nanueHToB ¢ NOYEYHOM HENOCTATOYHOCTBIO JIETKOM WM YMEPEHHOM CTENEHU TSHKECTU
(knupeHc KpeaTuHuHa oT 45 mo 79 mu/MuH) cnenyer u30eratb NMPUMEHEHHsS] HECTEPOUIHBIX
npoTuBOBOCTIANUTENbHBIX TperaparoB (HIIBII), Takux kak MOympodeH M aleTUICATUIMIOBas
kucinora (> 1,3 r/cyTku), B Te4eHHE JIBYX JHEW Iepen NMpPUMEHEHHEM MeMeTpeKcea, B JCHb
NPUMEHEHHS ¥ B TEUCHUE IBYX JTHEH Mociie MPUMEHEHUs remMerpekcena (cM. paszaen 4.5.).

VY nanueHToB C IMOYEYHOM HEIOCTATOYHOCTBIO JIETKOM WM YMEPEHHOM CTEIECHU TSKECTH,
KOTOpBIM MOKa3zaHa Tepanus nemerpekcenoM, npumenenre HIIBII ¢ gmuTenbHbIM nepuoaoM

MOJTYBBIBEJICHUS JIOJDKHO OBITh TPEKpalieHO KaKk MHHHMYM 3a TATh JHEW N0 BBEICHUSA

6
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neMeTpeKcesia, B JCHb BBEJACHHS W B TEUYCHHE Kak MHWW}:@%T%HHUC ¢ 'tlB'e'ﬂéHHﬂ

nemerpekcena (cM. paszaen 4.5.).

[lpu MoOHOTEpamuu MEMETPEKCEOM WM HPU €ro MPUMEHEHWH B KOMOWHAIMU C JIPYTUMH
XMMHOTEPAINIeBTHYECKUMH MIperapataMi OTMEUYaIiCh CEPhE3HbIC SIBICHUS CO CTOPOHBI MOYEK, B
TOM YHCJIE OCTPasi [I0YeYHask HeOCTaTOYHOCTh. [Ipy 9TOM y MHOTMX HalMEHTOB, Y KOTOPBIX OHU
HaOMoaamuch, OblIH (DAaKTOPhI PHUCKA Pa3BUTHS SIBICHUH CO CTOPOHBI MOYEK, B TOM YHCIC
00€3BOXHMBaHUE, Y)KE UMEIOIIMECS TUTIEPTeH3Us Wik auadet. CorllacHO MOCTPErUCTPAMOHHBIM
JaHHBIM, IIPH IPUMECHCHUH IEMETPEKCEeIa B PEXKUME MOHOTEPAINTUH HIA B KOMOMHALIUH C IPYTUMH
XMMHOTEPANIeBTHYECKUMHU TpernapaTaMi TaK)Ke OTMEYAIUCh CIyYaW Pa3BHTHS HE(PPOreHHOro
HecaxapHOro juadera ¥ HEeKpo3a IMOYEYHBIX KaHAIBIIEB. BOJNBIIMHCTBO CllyyacB pa3perialiuch
HOCJIC TPEKpallleHusT TPUMEHEHHs neMeTpekcena. HeoOXoauM peryispHbli KOHTPOIb 3a
COCTOSIHHEM IAllMCHTOB HAa IPEAMET Pa3BHTHUS OCTPOro TYOYJSIPHOTO HEKPO3a, CHUXKCHHUS
(YHKLUH TOYCK M MPU3HAKOB U CHMIITOMOB HE()POreHHOro HecaxapHOro auadera (Harmpumep
TUIIEPHATPUEMUH).

BriusiHue TKaHEBOW >KUAKOCTH, HANPUMEP IUICBPAIBLHOIO BBINOTA MM aClUTa, HA JICHCTBUEC
HeMeTpeKcena 10 KOHIAa He OnpeelicHo. B Xone KIMHUYECKUX HMCCICIOBaHUIl y MAllMEHTOB C
COJIUTHBIMH OIYXOJISIMH YCTOWYMBOE CKOIUICHHE TKaHEBOM KUIKOCTH HE OKA3bIBAJIO BIIMSHUS Ha
TUIA3MEHHYI0 KOHIICHTPAIIMIO WM KJIMPEHC MEeMETpeKce/ia M0 CPAaBHEHHUIO C MalleHTaMu 0e3
CKOIUICHUSI TKAaHCBOM JKHIKOCTH. TakuM 00pa3oM, CIIeyeT paccMOTPETh BO3MOXKHOCTb
JPEHUPOBAHMS CKOMMBILIEWCS KHUIKOCTH MEpe/l Ha4ajIoM Teparuu MeMEeTPEeKCea0M, OHAKO OHO
MOYET HE TIOHaJOOUTHCSL.

BBuay kenymouHO-KUIICYHOH TOKCHYHOCTH IMEMETPEKCe/a, MPUMEHSIEMOro B KOMOWHAIIUU C
UCIUTATHHOM, HaOJI0IaI0Ch CHIIbHOE 00e3BOXKMBaHUe. [lalMeHTaM J0JKHA OBITh MPOBE/ICHA
NPOTUBOPBOTHASI TEpamus, a TaKke oOecredeHa ajJeKBaTHas THApATalus OO W/WINA TI0CIe
Teparnuy.

Cepbe3Hbie CeplIeuHO-COCYANUCThIC HEXKENaTeIbHbIC SIBJICHNUS, B TOM YHCIIe HHPAPKT MUOKap/Ia 1
HapyIIEHHEe MO3rOBOTO KPOBOOOpPAIICHHUS, HAOMIOMATUCh HEYacTo B XOJ€ KIMHHYSCKHX
UCCIICIOBaHUN TEeMeTpeKcena, KakK IMpaBHiIO, NMPH NPUMEHEHWH B KOMOWHALMU C JPYTHM
IIUTOTOKCHYECKUM TIPETIapaToM, IPH STOM B OCHOBHOM Y IAalUCHTOB C ()OHOBBIMHU (haKTOpaMH
pHCKa CeplIeuHO-COCYANCThIX 3a0osieBanuii (cM. paszaen 4.8.).

[TocKOMBbKY COCTOSTHHE UMMYHOCYIIPECCHH PACIIPOCTPAHEHO y OHKOJIOTHYECKHX MAlMCHTOB, HE
PEKOMEHIYeTCsl CONMYTCTBYIOIIAsl BaKIMHAIMS JKUBBIMH AaTTeHYMPOBAaHHBIMH BaKIIMHAMHU
(cM. pasaenst 4.3. 1 4.5.).

BBuxy Toro, 4ro memerpeKce] MOXKET BBI3BIBATH I'€HETHUCCKUE HAPYLICHUS, MOJOBO3PEIBIM

MYX4YHWHaM HC pEKOMCHAYCTCA CTAHOBUTHCA OTHAMHU Ha MPOTAKCHHUU TCPAIIUU IIEMETPEKCCIOM U
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1o 3 MecsIeB nocie Hee. PekomeHayercs ucmo 1530BaTh 'ﬁ%&%ﬁ&éﬁeﬁ%ﬂ 'i(ng'pA_LfeHHHI]['HnH

BO3JICP)KUBATLCS OT IOJIOBOM >KM3HHU. BCenCcTBHE TOTO, YTO MEMETPEKCE] MOXKET BBI3BIBATH
HeoOpaTuMoe OecIuiofne, MyXYUHAM PEKOMEHJIYeTCS pacCCMOTPETh BO3MOXKHOCTh COXPaHEHUS
CIIEpMBI JI0 Havyalla TePaIyH.

JKeHIMHBI B IETOPOAHOM BO3pacTe JIOJKHBI IPUMEHSTh HAJC)KHBIC METOJIbI KOHTPAIICTIIIUU BO
BpeMs Teparuu rnemerpexcenom (cm. pasuen 4.6.).

OTMedanuch cirydau JIy9eBOro MTHEBMOHHTA Y MAIMEHTOB, MOJIYYaBIIUX JTYYEBYIO TEpPAIUIO 1O,
BO BpEeMsI WJIU TIOCIIE TEPAITUU MTeMeTpeKceoM. TakuM nanueHTam J0JDKHO OBITh YACTICHO 0c000e
BHUMaHHE; CIIEAYeT C OCTOPOXXHOCTHIO MPHMEHATh JPYTUe PaJAMOCCHCUOMIU3UPYIOIINE
IperapaTsl.

Y manueHToB, MPOXOIUBIINX JTYYEBYIO TEPAITUIO HECKOJIBKO HEICb WM JIST Ha3all, OTMEYAIIUCh
CJIydau peryinBa MOOOYHBIX SBJICHUH JIy4eBOW TEPAIIHH.

BcnomorarenbHbIe BEIECTBA

Hampuu
[Tpemapat conepxur 2,3 Mmois Hatpus (54 mr) Ha gurakoH. HeoOX0 MO yuUTBIBATh AIICHTAM,

Haxo4dmuMcesa Ha JUCTC C OTPAaHUYCHUEM ITOCTYIIJICHUS HATPUA.

4.5. B3ammopeiicTBMSA ¢ APYIrMMH JIeKAPDCTBEHHbIMH IIpeniaparaMd W Jpyrue BHAbI
B3aUMO/eHCTBUSA

IlemeTpexkcen B OCHOBHOM BBIBOAMTCS B HEHU3MEHEHHOM BHUJEC IIOYKAMU IIOCPEICTBOM
KaHAJIbLIEBOM CEKpeluH M, B MEHBIIEH CTENeHM, MOCPEACTBOM KIyOOUYKOBOH (uiIbTpanuu.
CoBMecTHOE NpUMEHEHUe ¢ He(PPOTOKCUYHBIMU IpernapaTaMH (TaKUMHU KaK aMUHOTJIMKO3UBbI,
«TIETJIEBBIE» TUYPETHKH, IIATUHOCOJEpIKaIe Mpenaparbl, UKIOCIIOPUH) MOXKET MPUBECTH K
CHI)KECHHIO KJIMpeHca nemerpekcena. ClieyeT ¢ OCTOPOKHOCTBIO IPUMEHSTh TaKHUE TIPENaparsl B
KOMOMHAIMM C MEMETPEeKCeIOM, MpH HEOOXOAMMOCTH TIIATENBbHO CIEIUTh 3a KIMPEHCOM
KpEaTHHHHA.

CoBMeCTHOE NMPUMEHEHHE MPENapaToOB, KOTOPHIE TAaKKE BBIBOIATCS MOCPEACTBOM KaHAJIbLEBOU
CeKpeluu (Hampumep NpoOeHeUn ], NEeHULMIINH), MOXKET MPHUBECTH K CHIDKEHHUIO KIIMpEHCa
nemerpekcena. Crenyer ¢ OCTOPOXHOCTbIO NMPUMEHATh TaKHe Mpernaparsl B KOMOWHAIMU C
MEMETPEKCEIOM, ITPU HEOOXOAUMOCTH TIATENILHO CIEAUTD 3a KIIMPEHCOM KpeaTUHHHA.

VY nanueHToB ¢ HOpMaJIbHOM QyHKIMEN nouek (KiIupeHce KpeaTuHrHa > 80 MJI/MUH) IPUMEHEHNE
HIIBII B BeIcOKMX m03ax (Hampumep uOymnpodena > 1600 Mr/CyTku WM aleTUIICATUIUIOBOM
KUACIOTH > 1,3 T/CyTKM) MOXKET NPUBECTH K CHIKCHMIO KIHMpEHCa NeMeTpeKkcena H, Kak
CIIEICTBUE, IOBBICUTH YacTOTYy HEXEJIATENbHBIX SBICHUN IPU NPUMEHEHHH IEMETPEKCe[a.

Cnenyer c¢ octopoxHocThto mnpumeHarb HIIBII B BbICOKMX [m03aX OJHOBPEMEHHO C
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COOTBETCTEYET 3K l:_ : EPTHOMY OTUETY
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IEMETPEKCENOM Yy  HAalMeHTOB C H pMaJ'IBHHal:I::'&g/‘;'FI reit = gtk | & I%IT(.JI;IIJIIBCHC

KpeatuHuHa > 80 Mi/MUH).

VY nauMeHToB € MOYEYHOH HEJOCTaTOYHOCTHIO JIETKOM MM YMEPEHHOM cTeneHu (KIMpPEHC
KpeaTHHMHa OT 45 1o 79 w™i/MuH) crenyer wu30eratb OJHOBPEMEHHOTO IPHUMEHEHUS
nemeTrpekcena ¢ HIIBIIT B BbicOkMX d03ax B Te4YeHUE JBYX JHEH Iepe]; MPUMEHEHUEM
neMeTpeKce/ia, B JeHb IPUMEHEHUSI U B TEUCHHE JIBYX JHEH Mocie MpUMEHEHUs IeMeTpeKceaa
(cM. pasaen 4.4.).

BBuy 0TCYTCTBUS JaHHBIX O BO3MOXXKHOM B3auMoJAeHCTBUM Mexay nemeTrpekcenom u HIIBII ¢
JUTUTSIIBHBIM ~ TIEPUOJIOM  TIOJIYBBIBEJICHUS, TaKUMH KaK TNHPOKCHMKaM WIH pOdEeKOKCHoO,
OJIHOBPEMEHHOE NMPUMEHEHHE HTUX IPENapaTroB ¢ MEMETPEKCENOM y MAalMEHTOB C MOYEUHOU
HEJIOCTATOYHOCTHIO JIETKOW WM YMEPEHHOW CTEMEHU CIIENYEeT MPEKPaTUTh Ha CIEIYIOIINI
NEepPUOJl BPEMEHH: KaK MUHUMYM IISITh JHEW O BBEJAEHUS IEMETPEKCENa, B JICHb BBEJCHUS U B
TEYeHHE KaK MUHUMYM JIByX JHEW mocie BBeAeHUs mNemeTpekcena (cM. pasnen 4.4.). Ecnu
TpeOyercs coBmectHoe npumeHenne HIIBII u nemeTrpekcena, y naneHToB JOKEH IPOBOAUTHCS
CTPOTU MOHUTOPUHT TIPOSIBICHUI TOKCUYHOCTH, OCOOEHHO MHUEJIOCYITPECCUU U TOKCUYHOCTH CO
CTOPOHBI JKETYI0YHO-KUIIIEUHOTO TPaKTa.

[TemeTpekcen nmoaBepraeTcs OrpaHuYeHHOMY METa0O0U3MY B ITeYeHH. Pe3ynbTaThl Hccae10BaHu
in Vitro ¢ mpuMeHEeHHEeM MUKPOCOM TEUYCHH YEJIOBEKA MMOKA3a/IH, YTO HE OYKHIACTCS KIMHUICCKU
3HAYMMOTO MHTUOMPOBAHUS TIEMETPEKCEIOM METa00IMUYECKOTO KIIMPEHCa MperapaToB, KOTOPhIE
meTabommuzupytotcs nzopepmentamu CYP3A, CYP2D6, CYP2C9, CYP1A2.

BzaumoneicTBus, O6H.[I/Ie A TUTOTOKCHYCCKHUX MPErapaToB

N3-3a BBICOKOTO prcka TpoMOOOOpa30BaHusl y MAIlMEHTOB C OHKOJIOTMYECKUMHU 3a00JIeBaHUSIMU
YacTO MPOBOJAMUTCS aHTHUKOATYJISIIMOHHAs Tepanus. Beicokas MHAWBUIyalIbHAS BapruabEIbHOCTh
COCTOSTHUSI CBEpTHIBAIONICH CHCTEMBI KpPOBM B TeueHHWE 3a00JeBaHUS U BO3MOXKHOCTH
B3aUMOJICMCTBUSL  MEXJy MEpPOpaIbHBIMU  AHTUKOATYISHTAMHM W  MPOTHUBOOIIYXOJIEBOU
XUMHUOTEpanueil TpeOylT TOBBIMIEHHONH dYacToThl MoHuUTOpuHTa MHO (MexmayHapomHoe
HOPMaJIM30BaHHOE OTHOIICHHWE), €CIIM TPUHUMAETCS pEIICHHEe O JICYCHUW TaIueHTa
nepopaibHBIMU aHTUKOATYJISTHTAMHU.

Ilpomusonokazano oO0HO8pemenHOe npuMeHeHue: BAaKIUHA MPOTHB KEJITOW JHUXOPaJKd BBUIY
pHCKa reHepaTM30BaHHOM BaKIIMHAIBHOM OOJIE3HHM C JIETATbHBIM HCX010M (cM. pasaen 4.3.).

He pexomenoyemcs o0Ho8pemenHoe npumeHeHue: KUBble aTTEHYWPOBAHHbIE BaKIMHBI (KpOMe
BAKIIMHBI TMPOTHUB  KEJITOW  JIUXOPAJKH, C KOTOPOM OJHOBPEMEHHOE NpPUMEHEHUE
MIPOTUBOMNOKA3aHO) BBUIY PHCKA CUCTEMHOTO 3a00JIeBaHMs C BOZMOYKHBIM JIETAIbHBIM UCXOJ0M.
Puck moBwImaercs y ManydeHTOB C YK€ MMEIONIEHCS MMMYHOCYTpeccue m3-3a X (POHOBOTO

3a00JIeBaHus. Cnez[yeT MNPUMCHATh MHAKTUBHPOBAHHBIC BAKIIMHBI, €CJIIM TAaKOBBLIC CYIICCTBYIOT
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(NOCNEQCBATENEHOCTE 0001)

(mommomuenut) (cM. pazaen 4.4.).

[Ipy OJHOBPEMEHHOM NPUMEHEHHHM C JKUBBIMH OCJIA0JICHHBIMH BaKIIMHAMH BO3MOXKHA
UHTCHCHUUKAIMS ~ Tpolecca  peliMKalMd — BaKIUHHOTO  BHUpYCa,  YCHWJIGHHE  €ro
MOOOYHBIX/HEOIArONPUATHBIX A()(PEKTOB W/WIM CHM)KCHHE BBIPAOOTKHM AHTUTEN B OpPTaHHU3ME
00JILHOTO B OTBET HA BBE/ICHUE BAKLIUHBI.

dapMakOKHMHETHKA NEeMeTpeKceaa He M3MEHSAETCS NMpU IPUMEHEHHUH C (POJIHEBOM KHUCIOTOM
NEepOpPAIbHO, BUTAMHHOM Bi2 BHYTPUMBIIIEYHO M NPH KOMOMHMPOBAHHOM MPUMEHEHHU C

OUCIIJIATHHOM.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

)KGHHII/IHI)I C ACTOPOAHBIM ITOTCHIIMAJIOM (KOHTDaHGHHI/Iﬂ Y MY)XYHMH U )KCHIIII/IH)

[TemeTpekcen MOXKET BBI3BIBATh 'eHETHUECKHUE HapylieHus. KEeHITUHBI B IETOPOIHOM BO3paCTe
JTOJKHBI ~ TONIb30BaThCsd  A(P(GEKTUBHBIMU  METOJaMH KOHTpAlEHIMK B XOJA€ TEeparuu
NEMETPEKCEIOM U B TeueHue 6 mecdlueB nocie ee 3aBepuueHus. [lonoBo3penbiM MyKUMHAM
CJIelyeT WCI0JIb30BATh HAJEKHBIE CPEACTBA KOHTpALENLMU, TaK KaK HE PEKOMEHIYeTCs
CTaHOBUTHCA OTIIAMH Ha MPOTSHKEHUU TEPAINUU U 10 3 MECSIIEB MOCIE €€ 3aBEePIICHHUS.
bepemeHHOCTD

JlanHble 1O TPUMEHEHHIO TEeMEeTpeKcela y OepeMEHHBIX JKEHIIMH OTCYTCTBYIOT, HO
npearnoiaraeTcsa, 4ro OH, KaKk M Jpyrue aHTUMETa0OJIUThl, MOXET BBI3bIBATH CEPbE3HbIE
BpOXKJIEHHbIE J1e(eKThl NpU NPUMEHEHHH BO BpeMs OepeMeHHOCTH. B mHccienoBaHusx Ha
KUBOTHBIX HaOJII0/1a7I0Ch TOKCUYECKOE JICHCTBHE Ha PeNpoayKTUBHYIO QyHKIMI0. [lemeTpekcen
HE CJIe/lyeT IPUMEHSTh BO BpeMs OepeMeHHoCcTH (cM. paszen 4.3.).

JlakTanus

HeunsBecTHO, BbIAENAETCS JIM NEMETPEKCE] B I'PYAHOE MOJIOKO, TaK 4YTO HEJb3sl HUCKIIOUYUTH
HEeXKENNaTeNbHbIX peakiuii y rpyaHoro pebenka. KopmieHue rpyapio BO BpeMs Tepanuu
MIEMETPEKCEIOM CIIeAYeT MPEKPaTuTh (M. paszaen 4.3.).

DdepTUIbHOCTD

Bcneacreue TOro, 4Tro Tepalusd MNEMETPCKCCAOM MOKET BbI3bIBATH HCO6paTI/IMOe 6CCHJ'IOI[I/IC,

MYKYHUHaM pEKOMCHAYCTCA paCCMOTPETh BO3MOXKHOCTh COXpPAaHCHUA CIICPMEI 10 Ha4aJia TCpaIltnuu.

4.7. Baiusinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHU CpeICTBAMHU H pPadoTaTh €
MeXaHHU3MaMH

BnusHue nemerpekcena Ha CIOCOOHOCTh YHPABJIATh TPAHCHOPTHBIMU CPEACTBAMHU HE M3YUEHO.
OpnHako memMeTpekcel] MOKET BBI3BIBATh MOBBIIICHHYIO YTOMIIIEMOCTb, IIO9TOMY IALlMCHTAM, Y

KOTOpPBIX HAONIOAAeTCs TOBBIIICHHAs YTOMJISEMOCTb, HE PEKOMEHIYeTCS yIpaBisTh
10
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TPAHCIIOPTHBIMU CPEJCTBAMH M 3aHUMAaThCS npyrmﬂz—ll':%J%E%%Egﬂgﬁgﬁﬂiﬁj Bhidamu

ACATCIIBHOCTH, Tpe6yIOH_[I/IMI/I MMOBBIIIICHHON KOHICHTpAaIUun BHUMAaHUA u 6BICTpOTLI

IICUXOMOTOPHBIX PEAKLUH.

4.8. HexxesaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHBIX PeaKIi

Haubonee pacnpocTpaHeHHBIMU HEXENATeIbHBIMUA SIBJICHUSIMHU, CBSI3aHHBIMH C Tepanuen
neMeTpeKkceoM (B peXKMME MOHOTEpanud WM B COCTaBe KOMOMHHMPOBAHHOW Teparuu),
ABIIAIOTCSA: TMOJAaBJIeHWE (YHKIMH KOCTHOTO MO3ra, TMpOSIBISIIONIEECs] B BHJE aHEMHH,
HEUTPONICHUH,  JICHKONEHUH, TPOMOOIMTONICHUH; KEIYAOYHO-KUIIEYHAs  TOKCHYHOCTD,
MIPOSIBIISIONIASACS B BUJIE aHOPEKCHH, TOUTHOTHI, PBOTHI, IMAPEH, 3a11opa, (apuHTUTA, BOCIIAJICHUS
CIM3UCTOM  000JNOYKM U croMaTuTa. JIpyrue HexenarenbHbIE SBICHUS  BKIIOYAIOT
HE(POTOKCUYHOCTh, TMOBBIIICHHBIH YpPOBEHb aMHHOTpaHc(epas, alomenuo, YyCTaloCTh,
00e3BOKMBaHUE, ChITb, HH(PECKITUIO/CETICUC M HeWpomnaTuio. Peako HaOM0Mat0TCsS TaKUe SIBICHUS,
Kak cuuapoM CTtuBeHca-/[>KOHCOHA M TOKCUYECKUH AMUACPMATIbHBIN HEKPOJIU3.

Huxe mpuBeneHbl CBEACHHUS O HEKENATENbHBIX SBICHUSX NMPUMEHEHHUsS MEMETPEeKCela Kak B
KayecTBE MOHOTEpallid, TaK U B KOMOMHAIlMM C JAPYTUMH JIEKapCTBEHHBIMH CpPEICTBAMHU
(He3aBHCHMO OT TPUYMHHO-CJICICTBEHHOM CBsI3M), HAOMIOMABIIMECS B  KIMHUYECKHUX
MCCJIEIOBAHMSX U B IIOCTPETUCTPAIIMOHHOM TIEPUOJIE.

HexxenaTenbHble peakiMy TMEPEYUCICHBl B COOTBETCTBUU C KIACCH(PUKAIMEH MO OCHOBHBIM
CHUCTEMaM U OpraHaM M 4acTOT€ BCTPEUaEMOCTH, KOTOpas ObLIa OompesesieHa B COOTBETCTBUU C
kjaccugukanuein BecemupHolt opranuzanuu 3npaBooxpaHeHust (BO3): ouenp uwacto (= 1/10);
gacto (> 1/100 o < 1/10); Heuacro (> 1/1 000 HO < 1/100); peaxo (> 1/10 000 no < 1/1 000);
oueHb penko (< 1/10 000); yactoTa HensBecTHA (Ha OCHOBAHUHU MUMEIOIIMXCS JAHHBIX OIEHUTH
HEBO3MOJKHO).

Hwxe mpencraBieHpl HEXeNaTeNbHBIE SBICHUS Pa3HOW CTEMEHW TSIKECTH, HE3aBHUCHUMO OT
MPUYHHHO-CIICACTBEHHON CBsI3U, HAOMIOABIIMECS B XOA€ KIMHUYECKMX HCCICIOBAaHUN TpH
MPUMEHEHUN MEMETPEeKCceaa B CPABHEHUU C JIOLETAKCENIOM, MPU NMPUMEHEHUH NEMETpPEKCea B
KOMOHMHAIINY C IUCTIJIATHHOM B CPABHEHHUH C TEMIIMTAOMHOM B KOMOWHAIINH C [IUCIUIATHHOM, TIPU
MPUMEHEHNUN TEeMETpPeKceaa B KOMOWHAIMKA C IMCIUIATHHOM B CPAaBHEHHH C MOHOTEpanuen
[UCIIJIATHHOM, TIPH MPUMEHEHHUH TIeMETPEKCela C ONTUMAILHOMN MOCPKUBAIOIICH Tepanuei B
CPaBHEHMH C TUIANE00 ¢ ONTUMATHHON MOANEPKUBAOIIEH Tepanueil U B MOCTPErUCTPAIMOHHOM
nepuoje:

Hngpexyuu u unsazuu: o49eHb 9acTo — HHEKIHH®, GapUHTHT; 9aCTO — CETCUC’; OUeHb PEIKO —

JIEPMOTHUTIOACPMHT.
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Hapywenus co cmoponvl kposu u aumgpamuupcrot ) I"‘—:I"I-;Iéﬁ’fl'bol‘ll[-ghl/lﬂ,

JCWKOIICHHsI, CHIDKCHHE YpPOBHS TeMOIJo0MHA; dYacTo — ¢eOpuibHas HEHTpoIneHus,
TPOMOOIIMTONEHNUST; HEYACTO — MAHIIUTOIICHUS; PEIKO — AyTOMMMYHHAs TeMOJIMTHYECKAsT aHEMHSL.
Hapywenus co cmoponvbt uMMyHHOU cucmemvl: 4YaCTO — TUIEPUYYBCTBUTEIBHOCTb; PEOKO —
aHapUIAKTUYECKH [IOK.

Hapywenusa memabonuzma u numanus.; 4acTo — IeTHIpaTaIHsL.

Hapywenusa co cmoponvl HepeHoll cucmembl: 4acTO — HapylleHHE BKyca, nepudepuueckas
MOTOpHasl HeHponaTus, nepudepuyeckas CeHCOpHasi HelpornaTus, roJIOBOKPYKEHHE; HEYacTO —
OCTpPO€ HAapyIIEHUE MO3TOBOTO KPOBOOOpAIICHHUS, WUIIEMHUYECKUH HHCYIBT, BHYTPUYEPEITHOE
KPOBOU3JIUSHUE.

Hapywenus co cmoponvl opeana 3penus: 4acTo — KOHbIOHKTUBUT, CYXOCTb IJ1a3, MOBBIILIEHHOE
CJIE30TE€YCHHE, CYXOHl KEepPaTOKOHBIOHKTUBUT, OTEK BEK, 3a00JIEBAaHUE MOBEPXHOCTHBIX TKaHEH
riasa.

Hapywenus co cmoponvl cepoya: 4acto — cepeyHasi HeJJOCTaTOYHOCTb, apUTMUS; HEYACTO —
CTEHOKapusi, MH(PAPKT MUOKAp/Ia, HIIeMHYecKasi 00JIe3Hb Cep/Illa, HA/PKEITYI09KOBast apUTMHSL.

Hapywenus co cmopouul cocy0os: HedacTo — nepudeprueckas HIIeMus .

Hapywenus co cmoponst ovixamenvHoll cucmemsl, 0peaHo8 2pyoHoll KIemKUu U CpeoOCmeHUs.!
HEYACTO — JIeTOYHas YMOONIHNS, HHTEPCTULMATBHAS THEBMOHHA>,

Kenyoouno-kuuieunvie napyuienus: OYE€Hb YacTO — CTOMAaTHT, aHOPEKCHs, PBOTa, Iuapes,
TOILITHOTA; YacTO — JUCIENCHs, 3arop, 00J1b B KHBOTE; HEYACTO — PEKTaJbHbIE KPOBOTEUEHUS,
KeNyJ0YHO-KUIIEYHbIe KPOBOTEUEHHs, Mepdopals KUIIEYHHKa, 330(arur, KOJIuT,

Hapywenus co cmoponst neuenu u dceniegvl@o0Auux nymeti: 4acTo — MOBBIIIEHHbBIN YPOBEHb
AJIT, noseiueHHsiit yposeub ACT; peako — remnatur.

Hapywenus co cmoponsl Kodcu u nOOKONCHbIX MKaHel: OYeHb 4acTO — ChIIlb, IIETYIICHUE,;
4acTO — TUINEPIUTMEHTalNs, 3y, MyJIbTU(OpPMHAs SpUTEMa, aloNelns, KpaluBHULA; PEAKO —
SpUTEMa; O4YeHb pEIKo — CcHHApoM CTuBeHca-JPKOHCOHA?, TOKCHYECKHH SITHAepMAaIbHbII
HeKponm3?, meM(Uroua, OyJIe3HBIH IepMATUT, NPUOOPETEHHEIH OYITE3HBIH SIMHAEPMOIN3,
SPHUTEMATO3HBIH OTEK®, TICEBIOETIONNUT, IEPMATHUT, SK3eMA, TIPYPHUTO.

Hapywenus co cmoponsi nouex u mouegvigo0awux nymeil: O4eHb 4aCTO — CHUKEHHE KIIMPEeHca
KpeaTHHWHA, yBEIMUeHHe yPOBHS KPEATHHHUHA; YacTO — MOYedYHAs HEJO0CTATOUHOCTD, CHIKEHHE
CKOPOCTH KJITYOOUKOBOW (DMIIbTpAIIMH; YACTOTAa HEM3BECTHA — HEPPOTCHHBIN HeCaxapHBIA TUAOET,
HEKpO3 MOYEUHBIX KaHAJbIIEB.

Obwue Hapywlenus u peaxkyuu 6 mecme 66edeHus. OY€Hb YacTO — YTOMIIIEMOCThb; 4acTo —

nUpeKcusi, 00J1b, OTEK, OOJIb B TPY/IH, BOCTIAJICHUE CITU3UCTOM 00OJIOUKH.

Jlabopamopunvie u uncmpymenmanvhvie OaHHble: YACTO — TIOBBIIIEHHE YPOBHS Tramma-
12
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Tpaemel, unmokcuxayuu u OCI0NHCHEeHUs npoyedyp. HEYACTO — JIY4EeBOH 330(arut, JTy4eBOi

MTHEBMOHMUT, PEJIKO — CIIy4au peruanBa MoOOYHBIX 3()PEeKTOB TyueBOil Tepanuu.

! _ ¢ meitrponenueii wiu 6e3 Hee;

2_ HHOTrAa C JICTAJIbHBIM NCXOA0M,

% _ MHOT/Ia IPUBOIUT K HEKPO3Y KOHEUHOCTEH;

4 _ ¢ ApIXaTepHOM HEIO0CTATOUHOCTHIO,

5_ Ha6n}oz[anocr, TOJIBKO B KOM6I/IHaHI/II/I C OUCIIJIATHHOM,

6_ MNPEMMYIIECCTBCHHO HMXXKHUX KOHEYHOCTEH.

COO6HI€HI/I€ 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxno coo0mare 0 MOA03peBaeMbIX HEXKENaTeNIbHBIX pEeakIUsX IOCle pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1elbio 00ecredeHns HeMPEephIBHOIO MOHUTOPUHTA COOTHOIICHUS
«I0JTh3a—PUCK» JICKAPCTBEHHOTO TIpernapara. MeAWIMHCKUM paOOTHHKAM pPEKOMEHIYeTCs
CO00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JICKApPCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHUsIX TOCylIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccniickas @enepanns

®denepanbHas cayx0a 1Mo Haa30py B chepe 3paBOOXpaHEHUs

Anpec: 109012, r. Mocksa, CrnaBsiHCKasl Iiiomansp, 1. 4, ctp. 1.

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

DnexkTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMAITMOHHO-TEIEKOMMYHHUKAIIIOHHOM ceTn «HTEpHETY:!

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

4.9. lepeno3npoBka

CuMIOTOMBI

3aperucTpupoOBaHHBIE  CHUMITOMBI IEPEJO3UPOBKH  BKIIOUAIM HEUTPONEHMIO, aHEMMIO,
TPOMOOIIMTONEHUIO, BOCTIAJICHUE CIIM3UCTONH 00OJIOYKH, CEHCOPHYIO MOJIMHEHPONATHIO U ChIMb.
OxuaeMble OCIOKHEHHUS NMEPETO3UPOBKH BKIIIOYAIOT MOJaBiIeHHE (DYHKIUU KOCTHOTO MO3Ta,
MpOosIBIIsItOLIEECs] HEUTpOIleHueH, TpoMOonuTonene u anemuel. Takke MOryT HaOIHOIaTHCS
NpUCOETUHEHNE MH(EKIMHA ¢ JIMXOpaaKkoil uiu 0e3 TUXOpaakH, auapes U (UiIM) BOCHAaJeHUE
CJIN3UCTHIX 000JIOUEK.

B cnydae noo3penus Ha nepe1o3upoBKyY Npenapara cieyeT peryasipHO KOHTPOJIMPOBaTh 001N

aHaJIN3 KPOBH.
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CI/IMHTOM&TH‘ICCKOG, BKJIFOYasd HEMCAJICHHOC NPUMCHCHUC KAJIbII WA (1)OJII/IHaTa.

5. ®APMAKOJIOTTYECKHE CBOMCTBA

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapMakoTeparneBTUYECKasl TPYyIIa: MPOTHBOOMYXOJIEBEIE CPEACTBA, aHTUMETAOOIUTHI; aHAJIOTH
(b 0oIMeBOI KUCIIOTHI.

Kon ATX: LO1BAO4.

MexanusM aeiictus 1 hapMakoauHaMuueckre dhheKThI

[lemerpekcen SIBISIETCSI MHOTOLICIEBBIM  MPOTHBOOITYXOJIEBBIM — aHTHU(OJIATOM, KOTOPBIA
OKa3bIBaET CBOE JEHCTBHE IMyTeM HApPYIICHHs KIFOUYEBBIX (DOJIAT-3aBUCHMBIX META0OIHMYECKUX
IPOLIECCOB, KpaiiHe BaKHBIX JJIS1 PEIUIMKALIMH KIJIETOK.

HWccnenoBanus in Vitro mokasaiy, 4To MeMeTpeKce]l BeeT ceds Kak MHOTOILeTIeBOW aHTU(OIIAT,
UHTHOUpYs TUMHIAJIATCUHTA3Y (TS), murupodonarpeaykrasy (DHFR),
rimnuHaMuApuoonykineotuadopmunrpanchepasy (GARFT), xoTopbie SBISIOTCS KIFOUYEBBIMU
¢donar-3aBUCUMBIMU (pepMEHTAMH NIPU OMOCUHTE3€ TUMMJIMHOBBIX U IIYPUHOBBIX HYKJICOTHIOB.
[Temerpekcen mocTymaer B KJIETKM C IOMOIIBIO MEPEHOCYMKA BOCCTAHOBJIEHHBIX (POJATOB U
MeMOpaHHBIX OEJIKOBBIX (OJAT-CBI3BIBAIOIIMX TPAHCIOPTHBIX cucteM. [loctymas B KIeTKy,
nemeTpekces] ObIcTpo U 3G (HEKTUBHO NMPEBPALAETCs B MOJIUTIyTaMaTHbIE (OPMBI C ITOMOIBIO
depmenta QonmnnmonurayramarcuHTeTassl. [lomuriyramaTHble (QOpPMBI  33€pP)KUBAIOTCS B
KJIETKax U ABJI0TCS Oosee MomHbiMU uHTHOUTOpamMu TS 1 GARFT. [TonurnyramuaupoBanue —
3TO 3aBUCUMBIM OT BPEMEHH M KOHIIEHTPAILMU IMPOLECC, KOTOPBIM BCTPEUYAETCSI B OIMYyXOJIEBBIX
KJIETKaX ¥, B MEHbBIIEH CTENEHU, B HOPMaJbHBIX TKaHAX. Y METa0OJUTOB, IMOIYYEHHBIX B
IIPOLIECCE TOJIMIIYTAMUHUPOBAHUS, YBEIMYEH BHYTPUKJIECTOYHBIA IIEPUOJ IOJYBBIBEIEHUS,
BCJIE/ICTBHE YETO YBEIMUNBAETCS AEUCTBHE IIPENapaTa B OIyXOJIEBbIX KIETKaX.

[Tpn KOMOMHUPOBAHHOM MPUMEHEHHH MEMETPEKCce/la U IMCIUIATHHA B UCCIIEI0BaHHUX IN Vitro

Ha0JII0/1aJICSl CHHEPTU3M MIPOTUBOOMYX0JIEBOTO JEHCTBUSI.

5.2. @d@apmMaKoOKHHeTHYeCKHe CBOHCTBA

Pacnopenenenune

[TocToSHHEII 00BEM pacrpesielileHHsl meMeTpekcena paeH 9 i/m2. MccrmemoBanus in Vitro
noka3zaiu, 4to okojo 81 % memerpekcena cBsizpIBaeTCs ¢ Oenkamu mia3Mel. Hapymenue GyHkimm
MOYEK Pa3HOM CTETIEHH TSHKECTH HE OKA3bIBAJIO 3aMETHOTO BIIMSIHUS Ha CBSI3bIBAHUE TIEMETPEKCea
¢ OeIKaMu IIa3MBbl.

Buorpancdhopmarimsg
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‘A0 ]
[TemeTpeKce ] OrPaHUYEHHO MOABEPTaeTCs MET oan}&rBl Heubfirt. -

DIMMUHALIUA

[TemeTpekcel B OCHOBHOM BBIBOJUTCS IOuYKaMmHu, Ipu 3ToM oT 70 1o 90 % BBeAeHHON 103l
OoOHapyXHMBaeTCsi B HEM3MEHEHHOM BHJE B TEYCHHE INEepBbIX 24 4YacoB IOCIE BBEICHUS.
WccnemoBanust iN VItr0 1OKa3bIBAIOT, 4YTO IIEMETPEKcel akTUBHO cekperupyercss OAT3
(IepeHOCYMKOM OpPraHWYECKUX AHWOHOB 3). Y MalMeHTOB C HOPMAIbHOW (yHKIMEH MOYeK
(xmupenc kpeatuHuHa 90 MJII/MHH) OOIIMH CHUCTEMHBIM KIMPEHC IEMETPEKCela COCTABISET
91,8 mi/MHH, TEpUOA TONYBBIBEICHHWS W3 IUTa3Mbl COCTaBisgeT 3,5 yaca. MenarueHTHas
BapraleIbHOCTh KIMpEeHca yMmepeHHas, cocraBimsieT 19,3 %. I[lnomaap mnon KpuBoi
«xoHueHTpanus-speMs» (AUC) u MakcumalibHas IJJa3MEHHAas KOHLEHTpalus NeMeTpeKcena
YBEJIMUUBAIOTCA  IPONOPLUUOHANBHO Jo03€e. PapMaKOKMHETHKa IEMETPEKCela OCTaercs
HEU3MEHHO! B T€UCHHE HECKOIbKUX IIUKIIOB TepAUu.

OpnHoBpeMEHHOE BBEJCHHUE LMCIJIATMHA HE OKa3blBaeT BIMSHHE Ha (PapMaKOKMHETUYECKUE
cBoiicTBa memerpekcena. IlpumeHenune QonmeBoil KUCIOTHI NEpOpalbHO W BUTaMHHA Bio

BHYTPHUMBIIIEYHO HE BIMSIIO Ha (PapMAaKOKMHETHKY IIeMETpeKcea.

6. ®APMAIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHbIX BelIeCTB
MaHHUTOJ

HaTpus ruApoKcuaa pactsop 1M

WIn

XJIOPUCTOBOJOPOIHOM KHUCIOTHI pacTBop 1M

6.2. HecoBMecTHMOCTDH
IlemeTpekcen HECOBMECTUM C PAaCTBOPAMHM, COAEPIKALIUMU KaJbLUN, B TOM YUCJIE C PACTBOPOM
Punrepa makrara n pactBopom PuHrepa. B OTCyTCTBMM MHBIX MCCIIEIOBaHHMI COBMECTHMOCTHU

MNEMETPEKCE HE CIICAYCT CMEIINBATh C APYTUMH JICKAPCTBCHHBIMU ITPEIIapaTaMu.

6.3. Cpox roaHocTH (CpoOK XpaHeHus )
3 rona.

BoccranoBneHHbIN pacTBOp Mpenaparta XpaHUTh He Oosiee 24 yacoB.

6.4. Oco0ble Mepbl NPeI0CTOPOKHOCTH NPH XPAHEHUHU
B 3ammimeHHOM OT cBeTa MeCTe Ipu Temrieparype He Boimie 25 °C.

BoccranoBneHHBIM pacTBOp Mpernapata XpaHuTh rpu Temmeparype 2—8 °C.
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6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

[To 500 mr memeTpekcena Bo ¢uiakoHax BMECTUMOCTBHIO 50 M1 M3 GECIIBETHOTO CTEKJIA IEPBOTO
THIPOJIUTUYECKOTO KJIacca, TEPMETHYHO YKYIMOPEHHBIX IPOOKAMH M3 PE3HHBI, 3aKPBITBHIX
KOJITAYKaMH JTFOMHUHHEBO-TIACTUKOBBIMH.

Ha ¢nakoH HakJIenBarOT STUKETKY.

I[To 1 pnakony BMecTe ¢ MHCTPYKLIKEH 110 MPUMEHEHHUIO IIOMEIAIOT B MaYKy KAPTOHHYIO.

6.6. OcoOble  Mepbl  NPEJOCTOPOKHOCTH NPH  YHHUYTOKEHHH  MCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXOJA0B, TMOJYYEHHBIX IOcCjde INPUMEHEHUs
JIEKAapPCTBEHHOI'0 Npenapara v Apyrue MaHuIyJsIMU ¢ NpenapaToM

PexoMenanMy 1o OpuroTOBICHUIO PacTBOpA JJIs I/IHd)VSI/Iﬁ

1. B xauecTBe pacTBOpUTEIIS UCTIONB3YIOT TOJIBKO 0,9 % pacTBOp HATPUS XJIOPUAA.

2. Copepxumoe ¢iaxona (500 mr) pactBopsitor B 20 Mt 0,9 % pacTBopa HaTpus XJIOpUIa IS
uHbeKuui (0e3 KOHCepBaHTOB) 10 KoHUEeHTpamuu 25 mr/miu. Kaxnaeii ¢rakoH akkypaTHO
B30QJITHIBAIOT IyTEM BPALLEHMS /10 MIOJHOrO pacTBopeHus auodunusara. [lomyueHHslit pacTBop
JOJDKEH OBITh IMPO3pauHbIM; JONYCTHM LBET pacTBOpa OT OECLBETHOIO [0 MEJITOro WU
3€JICHOBATO-)KENTOTO IBeTa. HebmaronpusTHOTO BO3IEHCTBHS Ha Ka4eCTBO MpernapaTa mpu 3TOM
He oOKa3bpiBaeTcsi. pH BoccTaHOBIEHHOrO pacTBOopa cocTtaBisier oT 6,6 mo 7,8. TpeOyercs
JanpHeilee pa3BeeHue.

3. CootBeTcTBYIOMHKN 00BEM MOIYYEHHOIO pacTBOpa nemerpekcena pa3poisat 1o 100 mi 0,9 %
pacTBOPOM HATPHs XJIOPHUAA ISl UHBEKIHM (0€3 KOHCEPBAHTOB).

4. PacTBOpHI IEeMETpEeKce/1a, TPUTOTOBICHHBIE COTJIACHO MHCTPYKIHUSM BBIIIE, COBMECTUMBI C
cucTeMamH Ui HHPY3UH U3 TOIMBUHIWIXJIOPUAA U MoInoeduHa.

5. Ilepen BBemeHueM pacTBOp Ipenapara HEOOXOAMMO BU3YaJbHO MPOBEPUTHh Ha HalU4ue
MEXaHUYECKUX BKITIOYCHUH 1 M3MEHEHHUE 11BeTa. Eciii HaOmoJaroTess MeXaHMYECKUeE BKITFOUCHHS,
pacTBOp HE BBOJISIT.

6. PactBop A5 BBeI€HUSI HEOOXOIMMO UCIIOIb30BaTh HEMEAJICHHO WU B TeUeHue 24 4acoB Npu
yCIOBUM XpaHeHHs mpu Temieparype 2—-8 °C, Tak Kak pacTBOp IMEMETpPEKCela HE COIACPKHT
aHTHOAKTepUABHBIX KOHCEPBAaHTOB. PacTBOp mpeqHa3HaueH TOJIBKO JJISl OJHOKPATHOTO
npuMeHeHns. Hencrnons30BaHHBIA pacTBOpP MpenapaTa Mo UIeKUT YHIITOXKECHUIO.

Mepbl OpeaoCcTOPOKHOCTH TP IPUTOTOBICHUN U BBEACHUHU

Kak w mpu oOpameHun ¢ ApYyrMMH TMOTEHIMATLHO TOKCHYHBIMH TMPOTHBOOMYXOJIEBBIMH
npenapaTamu, CJIeIyeT MPOSBIATH OCTOPOKHOCTh MPHU OOpAIEHUH U MPUTOTOBICHUH pacTBOpa

st uHQY3uM neMeTpekcena. PexomeHmyeTcs HCMonb3oBaTh rnepyatku. Eciau  pacTBop
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HeMeTpeKcea Monan Ha KOXYy, CIEAyeT HeMEUICHHO 'Q'%ﬁ%%%@“mgﬁ:k(};ﬁy'B('a'ﬂéﬁ C

mbiIoM. Ecnin pacTBOp memerpekcena IMomaj Ha CIU3UCTYI0 O0OJIOUKY, CleIyeT THIATeIbHO
IPOMBITE €€ BOJOW. Ilemerpekcen He OKas3bIBaeT KOXHO-HApbIBHOro aeWcrBus. Ilpu
HOBPEXJCHUU COCY/Ia HE CYLIECTBYET CIIEUAILHOTO AaHTU0TA. 3aUKCUPOBAHO HE3HAUNUTEIILHOE
YHCJIO CIIy4aeB IOBPEXKIEHUSA COCYyZAa IPU BBEIECHUU NIEMETPEKCENA, KOTOPbIE HE OLICHUBAIUCH
UCclieioBaTeeM Kak cepbesHbie. [Ipu moBpexieHnn cocy1a He00X0AUMO CII€I0BATh JTOKATbHBIM
CTaHJapTaM JICYCHUSI.

Yrwimsauus

Becpb ocTaBmmiics JIeKapCTBEHHBIN IIpenapaT U OTXOABI CIEAYET YHUUYTOKUTh B COOTBETCTBUH C

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

7. JAEPKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHUA
Poccuiickas ®@enepanus

OTkpeITOE akMOHepHOe 001mecTBO «PapMcTanaapt-Y GUMCKHN BUTAMUHHBINA 3aBOJI»
(OAO «Dapmcrangapt-Y paBUTA»)

Anpec: 450077, Pecniy6nuka bamkoprocrtan, 1. Yda, yn. Xynaitbepauna, 1. 28.
Ten./daxc: (347) 272-92-85, www.pharmstd.ru

7.1 llpeacraBuTe b Aep:RaTe/isi PerucTPANMOHHOIO0 YI0CTOBEePeHU s

[IpereH3un HOTD66I/IT6J'IH HalnpasJATH 110 aaApeCy:

Poccuiickas ®enepanus

OTtkprITOE aKkIoHepHOe obmiecTBo «PapmcranaapT-Y GUMCKHUI BUTAMUHHBIN 3aBOI»
(OAO «®Dapmcranaapt-yY paBUTA»)

Anpec: 450077, Pecniybnuka bamkoproctan, 1. Yda, yn. Xynaibepauna, 1. 28.
Ten./dbakc: (347) 272-92-85, www.pharmstd.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. JTATA TEPBUYHOM PETUCTPALIUU (ITOJATBEPXKJIEHUS PETUCTPAILIUH,
HEPEPEINCTPALINN)

JlaTa niepBoii perucTpanuu.

10. JATA IEPECMOTPA TEKCTA
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OOmast  xapakTepuCTHKa JIeKapcTBEHHOro mpemnapata [lemerpekcex  JocTynmHa — Ha
UHPOPMALIMOHHOM TmopTane EBpa3suiickoro SKOHOMHYECKOTO CO03a B HH(POPMAIIMOHHO-

KOMMYHHKaIMOHHOM cetu «HTepHET» http://eec.eaeunion.org/
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