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OBIIASI XAPAKTEPHCTHKA JI kAPCTSGHIRGRS TﬁEﬂliKPAfA" 01)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEITAPATA

I[TEMETPEKCE-TJI, 100 mr, nuodunu3at 111 MPUTOTOBIEHUS PACTBOPA M1l HHDY3HIA.
HNEMETPEKCE/-TJI, 500 mr, nuo¢unu3ar s IpUroToBJICHUS pacTBOpa Il HHQY3HA.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBI COCTAB
JlelicTByIOIIIEE BEIIECTBO: IIEMETPEKCE].

IIEMETPEKCE-TJI, 100 mr, nnodwin3ar Juisi IPUTrOTOBJIEHUS pacTBOpa Julst MHGY3Uid

Kaxnprii ¢uakon comepxutr 100 Mr memerpekcena (B BHAE MEMETpEKCela TUHATPHA
TeMHIICHTaruIpaTa).

BcnoMmorarenbHble BellecTBa, HAIMYME KOTOPBIX HA/l0 YYMTHIBATh B COCTAaBE JIEKAPCTBEHHOI'O
npenapara: HaTpui (cMm. pazzaen 4.4).

INEMETPEKCE-TJI, 500 mr, ntrnoduin3ar Juid IpUroTOBJIEHUS pacTBOpa it HHDY3UHA

Kaxnprit  ¢gmakon coxmepxutr 500 mr memerpekcena (B BHJE IIeMETpEKcelna JIUHATPUSA
FeMHIICHTAruIpaTa).

BcnomoraTenpHbIe BelIecTBa, HAJUYHE KOTOPBIX HAJAO YYHUTHIBATH B COCTaBE JIEKAPCTBEHHOT'O
npenapara: HaTpui (cM. pazzaen 4.4).

[Tocnie BoccTaHOBICHHSI KX Bl MJT pacTBOpPa COJEPKUT 25 MT memeTpekcena (cM. paszaen 6.6).
[TonHbIi EepeyeHb BCIOMOTaTEIbHBIX BEIIECTB IPUBENICH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInodunuzar A npUroTOBIEHUS pacTBOpa AJsl HHPY3UIL.
Bbenast unu nmoutu Genast IMOPpUIN3UPOBAHHAS MAcca WK OPOIIOK.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloxka3zaHus K IPUMEHEHHIO
INEMETPEKCE/-TJI noka3an K IpUMEHEHHIO Y B3pOCIIBIX B BO3pacTe OT 18 merT.

HeMenKkoKIETOUHBIA paK JIETKOT'O

e [Ipenapar [IEMETPEKCE/-TJI B koMOMHaIMK C HUCIUIATUHOM TOKa3aH Ui IEpBOM JTUHUH
Tepanuu MAlEHTOB c MECTHO-PACIPOCTPAHEHHBIM UIIn METaCTaTUYECKUM
HEMEJIKOKJIETOYHBIM ~ PAaKOM  JIETKOTO, KpOME€ IPEUMYIIECTBEHHO IUIOCKOKJIETOYHOU
THCTOJIOTHUECKOH (hOPMBI.

e [Ipemapar I[IEMETPEKCE/I-TJI B kauecTBe MOHOTEpanuy MOKa3aH Ul MOAACPKUBAIOLIEH
TE€palM¥ MECTHO-PACIIPOCTPAHEHHOIO MWJIM METAaCTaTUYECKOTO HEMEIKOKJIETOYHOIO paka
JIETKOTO, KpPOME MPEHMYIIECTBEHHO  IUIOCKOKJIETOYHONW  THCTOJIOTUYECKOH  (HOPMBI,
y HallMEHTOB C OTCYTCTBUEM IIPOTrPECCUPOBAHMSI I1OCJIE NEPBOM JIMHUU TEpallMM HAa OCHOBE
IIpenapaToB IUIATUHBI.

e [Ipemapar [IEMETPEKCE/-TJI B kauecTBE MOHOTEpamuM IOKa3aH AJii BTOPOM JIMHHUU
TepalmMu y  IAUUEHTOB €  MECTHO-PAaCIpOCTPAHEHHBIM  HIM  METACTaTUYECKUM
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

THECTOJIOTHYECKON (hOPMBI.

310Ka4eCTBECHHAS ME30TEIMOMA TIJICBPbI

e [Ipemapar IIEMETPEKCEJ-TJI B koMOWHanmuM ¢ UUCILUIATHHOM TIOKa3aH ISl JICUCHHSI
MAIUEHTOB C HEPE3eKTA0CbHON 3JI0KAYeCTBEHHONH ME30TEIHMOMON IUICBpPHI, paHee He
MIPOXOUBIINX KypC XUMHOTEPAIIUH.

4.2. Pesxum 103MpOBaHNs U C1IOCO0 NPUMEHEHUs!

Tepanus npenapatom [TEMETPEKCE-TJI moxeT mpoBOAMTHCS TOJBKO IO HAOIIOJACHHUEM
Bpaya, UMEIOIETO ONBIT IPUMEHEHHUS MPOTUBOOITYXO0JIEBBIX MPENAapaTOB.

PexxuM J103upoBaHus

Kombunuposanmnoe neuenue ¢ yucniamunom

PexomennoBannas po3a npemnapara [IEMETPEKCE/-TJI cocraBiaser 500 Mr/M? B BHUIE
BHYTPUBEHHOW MH(]Y3uu B TeyeHHe He MeHee yeM 10 MHHYT B IeEpBbId JeHb Kaxioro 21-
JHEBHOTO LIMKJIA TEPAIUU.

PexoMeH10BaHHAs /1032 LUCIUIATHHA COCTAaBNISAET 75 MI/M? B BHUJE BHYTPUBEHHON MH(Y3HH B
Te4yeHue 2 4yacoB mnpumepHo uepe3 30 MHHYT mocie 3aBeplieHus MHQY3UM IeMeTpekcena B
NEepBbIi JeHb KaXJa0ro 21-mHeBHOro nukia tepanud. llanmeHtam momkHa OBITH IpPOBEACHA
IPOTUBOPBOTHAsI Tepamus, a Takke obOecredyeHa aJeKBaTHAs TMIpaTalus 10 W/WIM Iocie
BBEJICHUS IUCIUIATHHA (TakXe CJeIyeT OOpaTUTbCd K WHCTPYKIMH 1O MEAUIUHCKOMY
IPUMEHEHHIO LUCIUIATHHA C LEJIbI0 MOJyYeHHs CeU(PUUECKUX PEKOMEHIAU OTHOCUTEIbHO
JIO3UPOBAHUS).

Monomepanus

JInst MaliMeHTOB ¢ HEMEJTKOKJIETOYHBIM PAKOM JIETKOTO TMOCJIe XMMHUOTEPAITMA PEKOMEHI0BaHHAS
nosa npenapata IEMETPEKCE/I-TJI cocrapaser 500 Mr/m? B Bujie BHYTPUBEHHOH HHBY3UU B
TeueHre 10 MUHYT B IEpBBIN J€Hb KaXK0TO 2 1-THEBHOTO ITUKIIA.

Pexomenoayuu nepeo nauanom npumenenus npenapama IHIEMETPEKCE/[-TJT

Jl1s CHUKEHMSI 4acTOThl BOSHUKHOBEHMSI M CTENEHHU TSDKECTH KOXKHBIX peakiuil HE0OXO0AMMO
MPUMEHSAThH TIIFOKOKOPTUKOCTEPOUIBI 3a JIEHb 1O BBEACHUS, B JICHb BBEIACHUS U HA CIEAYIOIINI
JIeHb TI0CJIE BBEJICHUS NeMeTpekcena. [ TIoKOKOPTUKOCTEPOUT TOJIKEH ObITh IKBUBAJIEHTEH 4 MI
JeKcaMeTa3oHa, MPUHIUMAeMOro EpPOpaibHO 2 pasa B eHb (cM. pazzaen 4.4).

Jns cHMXEHMsT TOKCMYHOCTH IIpernapaTa MalMeHThbl, IOJyYarolllue TEpanuio MpernapaTom
ITEMETPEKCE/-TJI, nomkHbl €XETHEBHO NMPUHUMATH Tpenaparhbl (OJMEBOW KHCIOTHI WU
MYJBTHBUTAMHUHBI C coaepkaHueMm QonueBoil kucinotsl (or 350 mo 1000 mkr). Heobxommmo
MPUHATh MUHUMYM IIATh /103 POJIMEBOM KUCIOTHI B TEUEHHE CEMU JTHEH Mepe]l TePBbIM BBEICHUEM
npenapata [IEMETPEKCE/I-TJI. [IpumeHeHne TOKHO MPOJOJIKATHCS HA NPOTSHKEHUH BCETO
kypca tepanuu npenaparom [IIEMETPEKCE/I-TJI, a Taxxe B TeueHue 21 qHS Mocie MOCAeaHEro
BeesieHus npenapara [IEMETPEKCE/I-TJI. B 7-nHeBHbIN nepuoj nepen NEpBbIM BBEICHUEM
npenapara [IEMETPEKCE/I-TJI manueHTy HEOOXOIMMO BBECTH OJHY BHYTPHUMBIIICYHYIO
uHbekuo ButamuHa Biz (1000 mkr), nanee — mo OAHOW MHBEKUHUU KaXKIble TPHU IUKIIA.
[Tocnenyromue nHbEKIMK BUTaMUHA B12 MOTYT OBITh BBIIIOJTHEHBI B TOT XK€ JE€Hb, YTO U BBEACHUE
npenapata [IEMETPEKCE/I-TJI.

Habnwooenue
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MOHHTOPHHT BCEX MAI[IEHTOB, KOTOPBIM BKITIOYAET B Ce0s1 OO aHAIN3 KPOBHU C JISHKOIUTAPHOI
dbopMyIoil U onpeaeneHue yuciaa TpoMOOUUTOB. i OLleHKN (PYHKIIMK TOYEK U MEeYEHU Nepes
kaxaeiM BBegeHreM npemnapata [IEMETPEKCE/I-TJI Heo6x01uMO BBHITIOTHUTH OMOXUMUYECKUI
aHanu3 Kposu. llepen HadamoM KakJOTO ULUKIA XUMHOTEPANUU Yy MAUEHTOB JIOJKHBI
HaOI0IAThCA CIEAYIOIME MOKa3aTenn: abCcoMoTHOe uncio Heirpopunos (AUH) >1500/mm3,
gpcio TpombonuTos >100 000/mm3. Knnpenc kpeatnnnna (KK) 10mKkeH cocTaBusaTh >45 MiI/MUH.
KonnenTpanus obmero Ounipyouna n1omkHa ObITh B <1,5 pa3a HIKE BEpXHEH TpaHUIBI HOPMBI
(BI'H). VYposenr menounoit ¢docdarazer (I1[D), acmapratamunorpancdepassr (ACT) u
amannHaMuHoTpancgepassl (AJIT) momken ObiTh B <3 pasa nmxke BI'H. Yposens LD, ACT u
AJIT B <5 pa3 nwxe BI'H gonmyctum npu Haauyuy METacTa30B B IICUCHU.

Koppexyus 0o3vl

Koppexkmuro 10361 iepes; MOBTOPHBIMU ITUKJIAMU CIIEAYET IIPOBOJINTH, OCHOBBIBASICH Ha Hauboee
HU3KOM U3 TEMAarOJIOTMYECKMX IIOKa3aTeled WIM Ha MAaKCHUMAJIbHO  BBIPAKEHHOU
HEreMaTOoJIOTMYE€CKOM TOKCUYHOCTU B TEUEHHE NPEIBIIYLIETO LUKIIA Je4eHus. JIeueHne Moxer
OBITh OTJIOXKEHO C LIE€JbI0 BOCCTAHOBJIEHUS OT MPOSABICHUNM TOKCHMYHOCTH (cM. pasnen 4.4). Ilo
Mepe BOCCTAaHOBJICHMS TEPAIHIO CIEAYET NPOAOKUTh B COOTBETCTBUU C PEKOMEHIALMIMU,
OpUBEJEHHBIMM B Tabiuuax 1-3, KOTOpbple OTHOCATCS K IPUMEHEHHMIO IIpernapara
INEMETPEKCE/I-TJI B MOHOTEpanuu Wik B KOMOWHAIIMY C LIUCIUIATHHOM.

Tab6aunna 1. Pexxum nozuposanus npenapata [IEMETPEKCE/I-TJI (mpu MoHOTEpanuu iy npu
KOMOMHHUPOBAHHOM TepaIuu) U LUCIUIaTHHA

I'emaToJiornyeckasi TOKCHYHOCTh Koppekuus 103b1 (Mr/m?)
Munnmansaoe AUH <500/MM° 1 MUHEMAJIbHOE YHCIIO 75% ot mpenwiayIIei 1036l (penapaT
TpoMOonuTOB >50 000/Mm° INEMETPEKCEJI-TJI u nucriaTiH)
MuHIMaTBEHOE YHCIO TPOMOOITTOB <50 000/MM°, 75% OT mpenpIIyIIel 10361 (Ipenapar
HE3aBHCUMO OT MUHHUMasIbHOro AUH [NEMETPEKCE/I-TJI u nucriaTiH)
MHUHUMATTEHOE Y9HCII0 TpoMBoImToB <50 000/MM? 50% ot mpenpIAyILIEi 10361 (Ipenapar
C KPOBOTECUCHHEM", HE3aBUCHMO OT MUHHMMabHOro AUH INEMETPEKCEJI-TJI u npcriaTiH)

* DTH KPUTEPUU COOTBETCTBYIOT OIPECIICHNIO KPOBOTCUEHHUS >2-1 CTETEH! B COOTBETCTBHU ¢ OOIMMHU
KpUTepHsAMH TOKcMuHOocTH HanmonansHoro uncturyta paka (NCI CTC).

[Ipu pa3BUTHN HETEMATOIOTUYECKONW TOKCUYHOCTH (32 UCKIIOYEHHEM HEHPOTOKCHYHOCTH) >3-
CTEMEeHH JIeYeHHEe He0OXOIUMO OTJIOKUTh /10 BOCCTAHOBJICHHS MMOKa3aTeseil, COOTBETCTBYIOIINX
VPOBHIO y TMallMeHTa [0 Hayaja JeueHWs WIM MeHbIuX. Jlajmee Tepamuio HEOOXOAUMO
BO300HOBUTH B COOTBETCTBUU C PEKOMEHIAIUSIMU, TPUBEICHHBIMH B TaOIHUIIE 2.

Ta6auna 2. Pexxum nozuposanus npenapara [IEMETPEKCEI-TJI (mpu MoHOTEpanuu Ui npu
KOMOWHUPOBAHHOM Tepanum) U MUCIUIaTHHA

Koppexnus q1o3b1

HeremaTtoJiornueckast npenapara Koppekuus 103b1
TOKCHYHOCTHL™ 0 HEMETPEKCE-TJI nucmIaTuaa (Mr/m?)
(mr/m?)
JIro0ast TOKCHYHOCTH 3-1 MiH 4-i 75% OT IpeabIIyIIeH 035 75% OT IpeaBIIyIIeH TO3BI

CTEICHH, 3a UCKIIOUYEHUEM
BOCIAJIEHUS CIU3UCTON 000I0YKH
Huapesi, TpeOytorias rocnuTanu3anui | 75% ot mpensiymieit 1035l 75% oT mpeapiayIei 1035l
(HEe3aBHCHMO OT CTEIICHH), WU Arapes
3-i1 unu 4-i creneHu

Bocnanenue cnusuctoit obonouku 3-i | 50% ot mpenbinyiei 1035l 100% ot nmpeapIay1IeH 0361
WK 4-1 cTeNeHn
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(NOCNEOOBATENEHOCTE 0001)

 Cornacuo kputepusim NCI CTC.

® 32 pcKTIOUYEHNEM HEHPOTOKCHIHOCTH.

B cityuae HeMpOTOKCMYHOCTH peKOMeHA0BaHHas koppekuus A03bl npenapata [IEMETPEKCE]I-
TJI n nucnnatuna npencrasineHa B Tabmuue 3. [lpu HelipoTokcuyHOCTH 3-i Mim 4-i cTeneHu
TepaInuo HEOOXOJUMO MPEKPATUTD.

Tadauua 3. Pexxum nosuposanus npenapata [IEMETPEKCE/-TJI (mpu MoHOTEpanuu wiM npu
KOMOWHUPOBAHHOM Teparuu) U HUCIIaTUHA

. . | Koppexkuus no3sl npenapata | Koppekuusi 10351 UCIJIATHHA
CreneHb HEMPOTOKCHYHOCTH INEMETPEKCEJ-TJI (Mr/?) (Mr/m?)
0-1 100% ot npeaplayLIel 0361 100% ot mpeaplayIei 10361
2 100% ot npeapLayLIed 036 50% ot npeapIayIIei 1036

* Cornacuo kputepusim NCI CTC.

Tepanuto nmpenaparom [IEMETPEKCE/I-TJI cneayer oTMEHUTD, €CIIH Y TTallUeHTa HaOIr01aeTCs
reMaToJIOrMYecKasi WM HereMaToJOTHYecKas TOKCHYHOCTh 3-Ml win 4-i CTeNneHH Mocje ABYX
CHIDKEHUH J103b1. Tepanuto cienyeT HeMEAJIEHHO MPEKPATUTh MPU HATMYUUA HEHPOTOKCUYHOCTH
3-1i unu 4-ii cTeneHw.

Oco0Oble T'PYIIIbI HAIMCHTOB

Tayuenmor nodxcunozo 6ospacma

[Tpu npoBeeHNN KIMHUYECKUX MCCIIEIOBAHUN HE ObUIO MOJIYYEHO JaHHBIX O MOBBIIIEHUH PUCKA
pa3BUTHUS HEXKENATEIbHBIX SBJICHUH y MALMEHTOB B BO3pacTe 65 JIET U CTaplle IO CPABHEHUIO C
nanueHTaMu B Bo3pacte 10 65 ser. Pexum CHUXKEHHS [103 COOTBETCTBYET OOIIMM
PEKOMEHIaLUsAM.

Tlayuenmel ¢ Hapywenuem GyHKYUU NOYex

[Tpenapar IEMETPEKCE/I-TJI B 0CcHOBHOM BBIBOAMUTCSI B HEU3MEHEHHOM BHjie TToukamu. [Ipu
nokazaremsix KK >45 mu/mMuH koppekiust 10361 He TpeOyercs. Ilammentam, y xotopeix KK
<45 mn/mun, npumenenue mnpenapata [IEMETPEKCEJ/I-TJI He pekoMeHayeTcs B CBS3U C
HEJ0CTAaTOYHOCTHIO JaHHBIX 10 MPUMEHEHUIO Mperapara y Takod KaTeropuM MalUueHTOB (CM.
pasnensi 4.3 u 4.4).

Tlayuenmsi ¢ Hapywenuem gyukyuu nevexu

He Gp110 ycTanoBsieHo B3auMocBsizu Mexay nokasatensimMu ACT, AJIT wnu obmero Ounnpy6una
u (hapmakoknHETHKON memeTpekcena. HemoctaTouyHo AaHHBIX MO NMPUMEHEHHIO IperapaTta y
NAalMEeHTOB C HapylIeHWeM (YHKIUHM TEYEeHU C TOBBIIICHHEM KOHILEHTpAluu OuIupyOuHa
6ombiie yem B 1,5 paza or BI'H u/unu noBblieHneM akTHBHOCTH aMUHOTpaHc(epas OoJbIie YemM
B 3 paza ot BI'H (npu oTcyTcTBHE MeTacTa30B B medeHu ) 1o Oombiie yeM B 5 pa3 ot BI'H (mipu
HaJIMYUU METACTa30B B [IEYECHH).

C€TH

bezonacnocts n a3ppextuBHOCTh npenapata [IEMETPEKCE/I-TJI y neteit B Bo3pacte g0 18 met
HE YCTaHOBJICHHI. J|aHHbIE OTCYTCTBYIOT.

Cooco0 nnpuMeHeHus

BnyTtpusenHo.
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yeM 10 MUHYT B NIepBbIif IeHb KaX10T0 21-1HEBHOTO LKA TEPAITUH.
MHCTpyKLHMIO 10 NPUTOTOBICHHUIO PACTBOPA JIEKAPCTBEHHOTO Npernapara rnepeji IpUMEeHEHUEM CM.

B paszzene 6.6.

Mepuvl npedocmopoxxcnocmu, npuHumaemvle neped npumeHeHuem npenapama u npu pabome

C HUM

WNudopmanus mo padoTe ¢ MUTOTOKCHYSCKUMH TTperapaTamMu MpUBEAcHA B paszeine 6.6.

4.3. IlpoTUBONOKA3aAHHS

o FI/IHep‘IYBCTBI/ITeJ'IBHOCTB K HNEMETPCKCENY HIN .]'IIO6OMy N3 BCIIOMOraTcJIbHbIX BECIICCTB,

[IEPEYUCIICHHBIX B paszzene 6.1.

e Muenocynpeccus (abcomoTHoe uymcno HeiTpoduao <1500/MM°, 4mcio TPOMOOIMTOB

<100 000/MM3) (cm. pazzen 4.4).

Bripaxkennas noueunas HegoctatouHocTh (KK <45 mu/mun) (cm. pasznen 4.4).
bepemeHHOCTD, IEpHO TPYAHOTO BCKapMIIMBaHHUsI (CM. pasnen 4.6).

JeTckuii Bo3pacT (OTCYTCTBHE JAHHBIX MO 0€30MacHOCTH U 3(PPEKTUBHOCTH).
OpnHOBpeMEHHOE IPUMEHEHHUE C BAKIIMHOM MPOTUB KEJITON TUXOpaaku (cM. pazaen 4.5).

4.4. OcoOble yka3aHHusl 1 MepPbI NIPETO0CTOPOKHOCTH NIPH NMPUMEHEHU U

C 0CTOPOKHOCTBIO

e [Ipu HapymieHNH QPYHKIIUU [TEYCHHU.

e Jlpu TspKenbIX 3a00J€BaHMAX CEpPACYHO-COCYIUCTON CHCTEMBI, B TOM 4Hcie HH(papkTe
MHOKap/la ¥ HApYIIEHUU MO3TOBOT0 KPOBOOOPAIIEHUS.

Oco0Oble yKa3zauus

[lemerpekcen MOXeT MOAABIATH (PYHKIMIO KOCTHOTO MO3ra, YTO TPOSIBISIETCS B (opme

HEUTPOIICHUH,

TPOMOOLIUTONIEHUH W aHEeMUW (WM TaHOUTONeHuu) (cM. paszmen 4.8).

Muenocynpeccus SBISIETCS 1030JIUMUTUPYIOIIEH TOKCHYHOCTHIO eMeTpekceaa. [lepes kaxapim
BBenenreM mnpenapara [IEMETPEKCE/I-TJI HeoO0xoauMo MpoBOAUTE OOIIMIA aHAIN3 KPOBH C
MOJICYETOM JIeHKoMTapHOU popmyrsl u komudectBa TpomboruToB. [Ipenapar IEMETPEKCE/I-
TJI He cneayeT MPUMEHATH O TE€X MOp, MOKa abCONIOTHOE YHUCIO0 HEUTPO(UIOB HE TOCTHUTHET
>1500/mm3, a unciio TpomGormToB —>100 000/MM®. CHIDKEHNME 10361 B HAUajle 0UepeHOTO IUKIIA
OCHOBBIBaeTCS Ha HaWMeHbIIUMX 3HaueHUsX AYH, uucma TpoMOOUMTOB M MaKCHMalIbHOU
HETeMaTOJIOTHYECKON TOKCHIHOCTH, KOTOPhIE HAOIFOIaTUCh B IPEABLIYIIEM [UKIIE TEPAITUH (CM.

paznen 4.2).

B Ttex cimywasx, Korjga mpoBoAMIIach NMpeMeauKaiys (oIMeBOl KUCIOTOM M BUTaMHUHOM Biz,

OTMCYAJIUCh MCHbIIAasA TOKCHYHOCTH u

CHIDKEHHE
HETEMATOJIOTHYECKOM TOKCHYHOCTH 3-1 Wi 4-H CTeleHH,

YaCTOTHl  T'eMAaTOJIOTHUECKOH U
nposiBIsiBIIECS B popme

HerTporneHnu, peOpuIbHON HEUTponieHn W MHGEKIUU ¢ HelTponeHuen 3-il uin 4-i CTeTeHH.
[ToaTomy Bcex nanueHToB, npuHuMaromux tepanuto npenapatoM IIEMETPEKCE/I-TJI, cienyet
MPOMHCTPYKTUPOBATH MO MOBOY MpUMEHEHHs (DOIHeBON KUCIOTH U BUTaMHHA B12 B kadecTBe
POQUIAKTUICCKOW MEPBI TSl CHIYKCHUS TOKCUIHOCTH, CBSI3aHHOU ¢ Tepanuei (cM. paszuen 4.2).
VYV nmauueHToB, He MOJy4YaBIIMX MPEMEIUKAIUIO TITIOKOKOPTUKOCTEPOUIOM, OTMEYAINCH KOMKHBIE
peakuuu. [Ipemeaukanus 1eKcaMeTa30HOM (MJIM SKBUBAJIEHTHBIM IIPENApaTOM) MOXKET CHU3UTH
YacTOTY U CTETEHb TSKECTH KOXKHBIX peakiuii (cMm. pasaen 4.2).
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bro HU3YYCHO HEAOCTATOYHOC KOJITMYCCTBO IMAIMCHTOB CI: Rig ;';lg %&ﬁJ%%HQBB&QéHHe

nemerpekcena y nanueHToB ¢ KK <45 mu/mMun He pexomeHayetcs (cM. pazaert 4.2).

VYV manueHToB C MOYEYHON HEJO0CTaTOYHOCTHIO Jierkoi miau ymepenHou crenenu (KK ot 45 mo
79 mu/mMuH)  cregyeT m30eraTh TIPHUMEHEHHS HECTEPOHIHBIX  MPOTHBOBOCHATHTEIHHBIX
npenaparoB (HIIBIIT), takux kak uOynpoden u anerwicaiummioBas kuciaora (>1,3 r/cyr),
B TEUEHUE JIBYX JHEH nepej NpUMEHEHHEM eMETPeKcea, B IEHb IPUMEHEHUS U B TEUCHHUE JBYX
JTHEH TTocJIe MPUMEHEHHs IeMeTpekceaa (cM. pasnen 4.5).

VY nanmueHToB ¢ MOYEYHOM HEAOCTATOYHOCTBIO JIETKOM WM YMEPEHHOW CTEIEHU, KOTOPBIM
MoKa3zaHa Tepanusa mnemerpekcenoMm, npuMmeHenue HIIBII ¢ jgnurenbHbIM — miepuoagoM
MOJTYBBIBEICHUSI JIOJDKHO OBITh MPEKPAlIeHO KaK MHHAMYM 3a MSTh JHEW 10 BBEICHUS
nemMeTpeKceia, cieayer n3berarb €ero B J€Hb BBEJCHUSA U B T€UCHHE KaK MUHHUMYM JIBYX JHEH
nocJie BBEACHUs neMerpekcena (cM. pazzaen 4.5).

[Ipy MOHOTepanuu MEeMeTPEeKCeJAOM WM MpPH €ro MPUMEHEHHMH B KOMOMHAIMHM C APYyTUMU
XUMHUOTEPANECBTUUECKUMHU TpEernapaTaMyd OTMEYAINCh CEPbE3HBbIE SIBIICHUS CO CTOPOHBI TOYEK,
B TOM YHCJIE OCTpasi MoueyHasi HeZ0CTaTOYHOCTh. [Ipy ’TOM y MHOTHX MallMEHTOB, Y KOTOPBIX OHU
HaOro1amuch, ObUM (PaKTOPHI PUCKA PA3BUTHUS SIBICHUH CO CTOPOHBI MOYEK, B TOM YHCIE
00e3BOKMBaHWE WM YK€  UMelomuecss  rumnepreHsuss unu  auaber.  CornacHo
MOCTPETUCTPAIMOHHBIM JJAHHBIM, MPYU MPUMEHEHUHU NIEMETPEKCeIa B KaUeCTBE MOHOTEPANU HIIH
B KOMOMHAIIMM C JIPYTUMH XMMHUOTEpPANEBTUUECKUMH MperaparaMyu Takke OTMEUYaINCh Clydau
pa3BUTHA HE(PPOreHHOTO HecaxapHOro auadera ¥ HeKpo3a MOYEUHBIX KaHAIbLEB. BOIBIIMHCTBO
ClIly4aeB pa3pellaliich IIOCie MpeKpalleHus MpUMeHeHHus nemeTpekcena. Heobxomum
PETYJISIPHBIM KOHTPOJIb 32 COCTOSIHUEM IAallMEHTOB HA MPEAMET Pa3BUTHUS OCTPOrO TyOYJISpPHOIO
HEKpO3a, CHIDKCHUS (YHKIUU MMOYEK W MPU3HAKOB U CHUMIITOMOB HE(POre€HHOIO HECaxapHOTO
nuabeta (HapuMep, TUIEPHATPHEMUN ).

Bnusinue TkaHeBOM XKHUAKOCTH, HANPUMEP IUIEBPAJIbHOTO BHINOTA WM acluTa, Ha JEWUCTBUE
neMeTpeKceia 10 KOHIA He ompenesieHo. B Xoje KIMHUYECKUX MCCIEIOBAaHUM y MalUeHTOB C
COJIMJTHBIMH OTYXOJIIMH YCTOWIMBOE CKOTUICHUE TKAHEBOW KUIKOCTH HE OKA3bIBAJIO BIUSHUS Ha
TUTA3MEHHYI0 KOHIICHTPAIMIO WM KIMPEHC MEMETpPeKcela MO CPaBHEHHIO C MalMeHTaMu 0e3
CKOIUIEHHS TKaHEBOW JKUAKOCTH. TakuMm oO0pa3oM, cleayeT pacCMOTPETh BO3MOXHOCTh
JPEHUPOBAHUS CKOMUBLIEHCS KUAKOCTH MEpe]] HauajloM Teparuu MeMETPEKCEI0M, OJTHAKO OHO
MOYKET HE TOHATOOUTHC.

BBuay >xenmyqo4HO-KHUIIIEYHON TOKCUYHOCTH TEMETpeKcena, MPUMEHSIeMOro B KOMOMHAIIUU C
LUCIUIATUHOM, Ha0JI0/1a’och CHiIbHOE 00e3BoxkuBaHue. [lanmentam nomkHa ObITH NMpOBEIEHA
MPOTUBOPBOTHAS Tepamusi, a TakKe oOecredeHa aJeKBaTHAas TUApaTalus A0 W/WIH TOocIe
Teparnuu.

CepbesHble cepJIeUHO-COCYIMCThIC HeXellaTeIbHbIE IBICHHS, B TOM YUCie HH(APKT MUOKapIa U
HapylIeHHe MO3TOBOI0 KpOBOOOpAIeHHUs, HaOIIOJaUCh HEYacTo B XOJ€ KIMHHUYECKHX
UCCIICIOBAaHUI TeMeTpeKcena, Kak MpaBUIO, TMPU MPUMEHEHHH B KOMOWHAIMH C JAPYyTUM
[IUTOTOKCUYECKUM TpEerapaToM, IPU 3TOM B OCHOBHOM Yy IMAIMEHTOB ¢ ()OHOBBIMH (haKTOpaMu
pHCKa CepleUHO-COCYAUCTHIX 3a00eBaHmi (cM. pazaen 4.8).

[TockonbKy COCTOSIHHE UMMYHOCYNPECCHH PacHpOCTPAHEHO y OHKOJOTWYECKUX MAIMEHTOB,
HE PEKOMEHYETCsI COMYTCTBYIONIAs BAKIIMHALIMA )KUBBIMU aTTEHYUPOBAHHBIMU BaKIIMHAMU (CM.
paznens 4.3 u 4.5).

BBuagy tOro u4to memeTpekce]] MOKET BbI3bIBaTh I'€HETHUUECKHE HapyLIEHUs, MOJIOBO3PEIbIM
MYyXYMHAM HE PEKOMEHIYETCS 3a4MHATh JETEH Ha MPOTSHKCHHHM TEparuy MEMETPEKCEIOM U B
TeueHue 3 MecAleB nocie Hee. PekoMeHayeTcs ucnoyib30BaTh Ha/I€KHBIE METO/IbI KOHTPALICTIIIMH
WM BO3JIEP>KUBATHCSI OT MOJIOBOM JKM3HU. BenecTBrE TOro, YTO MeMETPEeKCel MOXKET BbI3bIBAThH
HeoOpaTuMoe Oecruiofne, My )XKUYMHAM PEKOMEHIYETCS PAaCCMOTPETh BO3MOXKHOCTh COXPaHEHUS
CIIEPMBI JI0 Hauaja TeparuH.

JKeHIMHbBI 1eTOPOJHOTO BO3pacTa JOJDKHBI MPUMEHSTh HAJIEKHBIE METOAbl KOHTpPAIECHIUU BO
BpeMs TE€paInuy MEMETPEKCEIOM U B TEUCHHE 6 MECAIIEB TOCTe €€ 3aBepiieHus (CM. pazzaen 4.6).
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BO BpeMs WJIU TIOCJIE TEPAIUH MeMeTpeKce1oM. TakuM nanueHTam J0JKHO OBITh YJelIeHO 0co0oe
BHUMaHHE; CIEAYeT C OCTOPOXHOCTbIO IPHUMEHATh JpyrHe pPaJuoCCHCHOMIN3UPYIOLINE
Ipenaparsl.

VY manueHToB, MPOXOIUBIINX JIyYEBYIO TEPANHIO HECKOJIBKO HEAEIb WM JIET Ha3al, OTMEYaJINCh
Cllydau peliuBa MOOOYHBIX SBJICHUH JTy4eBOW Teparmy.

BcriomorarennHble BEIECTBA

IHIEMETPEKCE/-TJI, 100 me, ruogpunuzam ons npuecomosieHus pacmeopa oas uH@Qy3ui
[Ipenapar conmepxut Menee 1 mmonb (MeHee 23 mr) Hatpus B 1 (iakoHe, T.e. IO CyTH HE
COJICPXKUT HATPHSL.

IHIEMETPEKCE/-TJI, 500 me, ruoghunuzam ons npuecomosieHus pacmeopa oas uH@py3ui
[Ipenapat conepxut 2,4 MMoJb (0KoJI0 54 Mr) HaTpus B 1 ¢uiakoHe.

HeobxomuMo co0iir01aTh OCTOPOKHOCTh MPU HA3HAYCHHUH JUIAM, COOJIIOIAI0NTUM OECCOJIeBYIO
JTHECTY.

4.5. B3auMmopeiicTBMe C JAPYrHMH JIEKAPCTBEHHbIMH IpenaparaMu W JApyrue BH/bI
B3aNMOJEeHCTBUSA

IlemeTrpekcen B OCHOBHOM BBIBOAUTCS B HEM3MEHEHHOM BHUJE TIOYKAMH IOCPEICTBOM
KaHaJIbIEBOM CEKPEIUU 1, B MEHBIICH CTENEeHH, IOCPEICTBOM KIIyOOUKOBOM (pUIBTpaLIUU.
HccnenoBanust in VItr0 mpoAeMOHCTPUPOBAIHN, YTO MEMETPEKCEl aKTHBHO CEKPETUPYETCS
nocpenctBoM OAT3 (epeHOCYNK OpraHuYeCKUX aHHOHOB YeJIOBEKa 3-TO TUIIA).

CoBMecTHOE TpUMEHEHHE ¢ HEPPOTOKCHUHBIMH MpernapaTamMy, TAaKUMU KaK aMHHOTJIUKO3UIBI,
«TETJIEBBIC» NUYPETHKHU, TUIATHHOCOACPIKAIIUE MPEerapaThl, ITUKIOCIIOPUH, MOXKET MPUBECTU K
CHIKEHUIO KIIMpeHca nemerpekcena. Ciaeayer ¢ OCTOPOKHOCTHIO TPUMEHSTh TaKUE Mpenaparsl B
KOMOWHAIIUY C TIEMETPEKCEIOM, TIPH HEOOXOIUMOCTH TIIAaTeNbHO cienuTh 3a KK.

CoBMecTHOE MPUMEHEHHE MPENnapaToB, KOTOPHIE TAKKE BBIBOJSATCS MOCPEACTBOM KaHAJIbIEBOM
cekpenuu (Hampumep, MpOOCHEIU I, MEHUIIUUTHH), MOKET TPHUBECTH K CHIDKEHUIO KIIMpPEHCa
nemeTpekcena. Cienyer ¢ OCTOPOXKHOCTBIO MPUMEHSATh TaKUE Tpenaparbl B KOMOMHAIUU C
MEMETPEKCEIOM, TIPU HEOOXOIUMOCTH TIaTeabHO cieauTh 3a KK.

VY nanumentoB ¢ HopMmanbHOU QyHKkuuei mouek (KK >80 mu/mun) npumenenne HIIBII B BeicoKuX
no3ax (Hampumep, uoympodena >1600 Mr/cyT win aneTUICATHIIIIOBON KUCIOTHI >1,3 T/CyT)
MOKET MPUBECTU K CHIKEHUIO KIIMPEHCA MEMETPEKCeaa U, KaK CIEJCTBUE, MOBBICUTh YACTOTY
HE)KENIaTeJIbHbIX SIBJICHUM MpU NpuUMeHeHUH memeTrpekcena. Crenyer ¢ OCTOPOKHOCTHIO
npuMeHaTs HIIBII B BBICOKMX [103aX OJHOBPEMEHHO C NEMETPEKCEIOM Yy MAalUEHTOB C
HOpMaJIbHON (YHKIUEH MoYeK.

VY nanMeHToB ¢ MOYEYHOM HEJOCTAaTOYHOCTHIO Jerkoi minu ymepennoi crenenu (KK ot 45 no
79 MuI/MHH) clieyeT u30eraTh OJHOBpEMEHHOT0 IpuMeHeHus iemerpekcena ¢ HITBIT B Beicoknx
J103axX B TEUECHHE ABYX JAHEH nepea NpUMEHEHUEM IEMETPEKCEA, B IEHb TPUMEHEHHUS U B TEUCHHE
JIBYX JTHEH TMOCJIe MPUMEHEHHS TIeMeTpeKcena (cM. pazaen 4.4).

BBuay oTCyTCTBHS TaHHBIX O BO3MOXXHOM B3aMMOJEUCTBUU Mexay neMerpekcenoM u HIIBII ¢
JUTUTEIIBHBIM ~ TIEPUOJIOM TIOJNYBBIBEJICHUSI, TaKUMH KaK MHPOKCHKaAM WIH podeKOKCHO,
OJIHOBPEMEHHOE NMPUMEHEHHE ATUX NpPEnaparoB C MEMETPEKCEIOM y MAalMEeHTOB C MOYEUHOU
HEJOCTATOYHOCTBIO JIETKOW WJIM yYMEPEHHOW CTENEHU CIEeNyeT MPEKPATUTh Ha CIIEIYOLIUN
NepuoJl BPEMEHU: B TEUCHHE KaK MUHMMYM IISITU JTHEW 10 BBEACHHUS MEMETpPEKceaa, B JEHb
BBEJICHUS U B TEUEHUE KaK MUHUMYM JBYX JIHEH 1OCie BBeIeHUS meMeTpekceaa (cm. paszaen 4.4).
Ecimu tpebyercsi coBmectHoe mpumenenune HIIBIT u memerpekcena, y MalMEeHTOB JOKEH
MPOBOAMUTHCS CTPOTHl MOHUTOPUHT MPOSBIECHUN TOKCHUYHOCTHU, OCOOCHHO MHEJIOCYIIPECCUH U
TOKCUYHOCTH CO CTOPOHBI emyqouHo-kumeyHoro Tpakra (OKKT).
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in Vitro ¢ mpuMeHEeHUeM MUKPOCOM TICUSHH YeJIOBEKa MOKa3alli, YTO HE 0KUIAACTCS KIMHUYCCKH
3HAYMMOTO MHTHOMPOBAHUS MEMETPEKCEIOM META00IMYECKOTO KIIMPEHCa MpernapaToB, KOTOPbIE
meTtabonmmsupytorcs uzopepmenramu CYP3A, CYP2D6, CYP2C9, CYPIA2.

BsaumonerictBus, o0mue Uil MUTOTOKCUYECKUX TIPENAPATOB

W3-3a BBICOKOTO puCKa TPOMOOOOPa30BaHUS y MAUEHTOB ¢ OHKOJIOTUYECKUMHU 3a00JIeBaHUSMH
4acTO MPOBOJAUTCS aHTHKOATyJIALMOHHAs Tepanus. Beicokas MHAMBHyallbHAs BapraOeIbHOCTh
COCTOSIHUSI CBEpTHIBAIOLICH CHCTEMBl KpPOBM B Te4YeHHE 3a00JIeBaHHS W BO3MOXKHOCTb
B3aMMOJICHCTBHUSI  MEXIYy IMEpOpalIbHbIMU  AHTHUKOAryJSHTAMH U IPOTHUBOOITYXOJIEBOU
XUMHUOTEpanueil TpeOyroT MOBBIIEHHON wYacToThl MoHuTopuHra MHO (MexmayHapomHoe
HOPMAJIM30BaHHOE OTHOILIEHHUE), €ClIM TMPUHUMAETCS pelIeHue O JICYCHUH TalleHTa
NepOpPATbHBIMUA AaHTUKOATYJITHTAMH.

Ilpomueonokasano o0Ho8pemeHHOe npumeHeHue: BAKIIMHA MPOTUB JKEINTOW JUXOPAIKU BBUIY
pHUCKa TeHepaln30BaHHON BaKIIMHAJIBHOM 00JIE3HHU C JIETaJIbHBIM UCXOA0M (cM. pa3zen 4.3).

He pexomendyemcs oOHOo8pemenHOe npumeHenue: KUBble aTTeHYHPOBAHHbIE BaKIMHBI (KpOMe
BaKUMHBl TPOTHB  KEITOW JIMXOPAagKH, C KOTOPOH OJHOBPEMEHHOE MpPHUMEHEHHE
MIPOTUBOINOKA3aHO) BBUIY PHUCKA CUCTEMHOT'O 3a00JI€BAaHUS C BO3MOXKHBIM JIETAIbHBIM HCXOJIOM.
Puck moBbIIaeTcst y MalueHToB C YK€ MMEIOIIEHCs UMMYHOCYIIpEecCHel n3-3a ux (POHOBOTO
3a0oneBanus. Crenyer NpUMEHATh MHAKTUBUPOBAHHBIE BaKIIMHbBI, €CJIM TAKOBbIE CYIIECTBYIOT
(momuomuenur) (cM. pazzaen 4.4).

dapMaKOKHHETHKA MEeMeTpeKceqa HE U3MEHSAETCs IMPU NPUMEHEHUU ¢ (PoireBod KHCIOTON
NEepOpaNbHO, BUTAMHHOM Bi12 BHYTPUMBIIIEYHO U TpU KOMOMHHPOBAHHOM IPHUMEHEHHUH C
LUCIUIATUHOM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

KOHTDaHeHHI/ISI YV MY)XXYHWH U KCHIITNH

HeMeTpeKCGJI MOKECT BBI3BIBATE TCHETUUCCKHUEC HAPYIICHHA. )KGHHII/IHI)I B ICTOPOJHOM BO3pacCTEC
JOJDKHBI ~ TIOJIB30BAaThCsl  d(PQPEKTHUBHBIMM  METOAAMU KOHTpALCNIMK B XOAE Tepamuu
IIEMETPEKCEIOM U B TE€4eHHE 6 MeCsIeB Iocie €€ 3aBeplieHusA. 11oa0Bo3pensiM MyX4YMHAM
CJeyeT UCIOJIb30BaTh HAJIEXKHBIE CPEACTBA KOHTPALIEIILIMY, TAK KAK HE PEKOMEHIYETCsl 3a4NHATh
JIeTel Ha IPOTSKEHUH TEPAlluU U B TEUEHHUE 3 MECALIEB NIOCIIE €€ 3aBEPIICHHUS.

bepemMeHHOCTD

JlanHble 1O TNpPUMEHEHUIO TMeMeTpeKceda y OepeMEHHBIX JKEHIIMH OTCYTCTBYIOT, HO
MpeanoiaraeTcs, 4ro OH, KaK W Jpyrue aHTUMETaOOJIUThI, MOKET BBI3BIBATH CEPbE3HBIC
BpOKACHHbIE 1e(DeKThI y TI0/1a IPHU IPUMEHEHUN BO BpeMs OepeMeHHOCTH. B nccnenoBanusx Ha
JKUBOTHBIX HAOI0AIOCh TOKCUYECKOE JIEHCTBUE HA PENPOAYKTUBHYIO QyHKIMIO. [lemeTpekcen
HE CJIeIyeT MPUMEHSTh BO BpeMsi OepeMeHHOCTH (CM. pazzaen 4.3).

JlakTanms
HewnsBecTHo, BBIIENSETCS JU TEMETPEKCE] B TPYJAHOE MOJIOKO, TaK YTO HEJb3sl HCKIIOYUTH
HEXENATeNbHBIX pEeaKIuil y TrpyAaHoro pebOeHka. KopmieHwe Tpyapl0 BO BpeMsl Tepanuu

MEMETPEKCEIOM CIIeAyeT IPEeKpaTUTh (cM. pasznaen 4.3).

DepTHIABHOCTE
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MY>KUYMHaM PEKOMEHIyEeTCs paCCMOTPETh BO3MOKHOCTh COXPAaHEHUS CIIEPMBI JI0 Hauajla TEparyH.

4.7. BiausiHMe Ha CNOCOOHOCTH YNPAaBJATH TPAHCIOPTHBIMHU CpPeICTBAMH U PadoOTATh
¢ MeXaHM3MaMH

BnusiHue nemerpekcesna Ha ClIOCOOHOCTb YIPABJISTh TPAHCIIOPTHBIMU CPEACTBaMHU U paboTaTh €
MeXaHM3MaMH He u3ydanochb. OJHAKO OTMEYajJoch, UYTO TNEMETPEKCE]] MOXKET BBI3bIBATH
HOBBIILIEHHYI0 yTOMJIIeMOCTh. [103TOMYy NHalMEHTOB, Y KOTOPHIX HaOIIOAAeTCsl MOBBILICHHAS
YTOMIIIEMOCTB, CIIEIyeT MPEJOCTepedb OT YIPABJICHUS TPAHCIIOPTHBIMU CPEACTBAMU U PabOTHI ¢
MEXaHU3MaMH.

4.8. HexesiaTesibHbIC peaKuuu

Pesrome mpoduiag 6e300acHOCTH

HauOonee pacnpocTpaHEHHBIMM HE)KEIATEIbHBIMU SIBJICHUSIMH, CBSI3aHHBIMU C Tepamnuen
neMeTpeKceIoM (B KayecTBE MOHOTEpAanuy WIM B KOMOMHHUPOBAHHOW Tepamnuu), SBISIOTCS:
nojaBieHue (YyHKIMM KOCTHOTO MO3ra, IpOSBISIIOIIEECS] B BUAE AHEMUHU, HEHTpOIEHHH,
JICUKONICHUH, TPOMOOIIUTOIICHUN; JKEITyI0YHO-KHUIIIEYHAs] TOKCUYHOCTD, MPOSIBIISIONIASICS B BUJIE
AQHOPEKCHHU, TOLITHOTBI, PBOTHI, AUAPEH, 3a110pa, GapUHIUTA, BOCIAIECHUS CIM3UCTON 000JIOUKU U
cTomMaTuTa. J[pyrue HexenarenbHbIE SBICHHS BKIIIOYAIOT HE()POTOKCHMYHOCTH, MOBBIIICHHBIN
YPOBEHb aMUHOTpaHc(epas, aJloNeLuIo, yCTalIOCTh, 00€3BOKUBAHUE, ChIIlb, HHPEKIUIO/CETICUC U
HeliponaTuio. Penko HaOmonaroTcsi Takue siBieHUs, Kak cuHapoMm CtuBeHca—/[)KoHCOHa u
TOKCUYECKUH 31UIepMaIbHbII HEKPOIIH3.

Pe3roMe HexenaTenbHBIX DEAKIIN

Hwxe mpuBeneHB! CBEACHUS O HEKENATENBHBIX SBJICHUAX NMPUMEHEHHUsS MEMETpPEKCe/la KakK B
KayecTBE MOHOTEpanuy, TaKk U B KOMOMHAIMM C JPYTUMH JIEKAPCTBEHHBIMU CpPEICTBAMHU
(He3aBHCUMO OT TPUYHHHO-CJICCTBEHHOW CBS3M), HAONIOJABIIUXCS B  KIMHHYECKHX
UCCIIEIOBAaHUSIX M B TOCTPETUCTPALIMOHHOM NEPHOIE.

HexenatenbHble peakuud MPHUBEACHbBI B COOTBETCTBMM C KJAcCaMU CHCTEM OpraHOB,
NpPEJCTAaBICHHBIMU B MEIUIIMHCKOM CJIOBape JUIsi HOPMAaTHBHO-TIPABOBOM JESTEIbHOCTU
(MedDRA). B kaxIoMm Kiacce CHUCTEM OpPraHOB HeKellaTelIbHbIE pPEaKlUU paclpeaeseHbl U
IPE/ICTaBICHBI M0 YaCTOTE Pa3BUTH: o4eHb Yacto (>1/10), wacto (>1/100, Ho <1/10), HewacTo
(>1/1000, vO <1/100), peaxo (>1/10 000, vHo <1/1000), ouenr peaxo (<1/10 000), wactora
HEHM3BECTHA (Ha OCHOBAHWHU MMEIOLUXCS TaHHBIX OLICHUTh HEBO3MOKHO).

Huxe mnpencraBieHbl HEXeNaTeNbHbIE SBICHUS pPAa3HOW CTENEHM TSAKECTH, HE3aBUCHMO OT
NPUYMHHO-CJIEICTBEHHOM CBSI3M, HAOJIIOJABIIMECS B XOJ€ KJIMHUYECKUX HCCIEeIOBAaHUN MpU
MPUMEHEHUU TEeMETpeKcea B CPaBHEHUH C JIOLIETAKCEJIOM, MPU MPUMEHEHUH MeMeTpeKcea B
KOMOUWHAIIMY C UCIIATUHOM B CPAaBHEHMHU C TEMUIMTAOMHOM B KOMOMHAIINH C LIUCIUIATHHOM, IIPU
NPUMEHEHUN TNeMeTpeKcela B KOMOMHAIMM C LUCIUIATUHOM B CPaBHEHUU C MOHOTEpanuen
LUCIJIATUHOM, TPU IPUMEHEHUH TeMEeTpeKcea C ONTUMAIbHON MOJIepKUBAIOIE Tepanueil B
CpPaBHEHHUH C TUIAIed0 ¢ ONTUMATBHOU TOIIEPKUBAIOIIEH Teparueid U B TOCTPETUCTPAIIMOHHOM
NEpPUOJE.

Hugpexyuu u uneasuu: oueHb 4acTo — MHGEKIUK', papUHTHUT; YaCTO — CETCUCZ; OYeHb PENKO —
JEPMOTHUTIOZICPMHUT.

Hapywenusa co cmoponvl kposu u aumgamuueckoi cucmemyl. O4€Hb 4aCTO — HEUTPONEHUS,
JICHKOTICHUSI, CHIDKCHHE YPOBHS TeMmorinoOuHa; dYacto — (eOpuwibHas HEHUTPOIICHHUS,
TpOM60L[I/ITOH€HI/ISI; HCYACTO — MMAHIOUTONCHUSA; pCAKO — ayTOUMMYHHAA rCMOJIMTUYCCKASA aHCMUS.

Crpanuna 9 u3 15



COOTBETCTBYET ZKCNEPTHOMY OTUETY

oT 28 02 2025 W= 5575

Ca | P Ao F

Hapywenus co cmopoubt uMMYHHOU cucmempl. qaCTéngl:Q%%%I%sﬂggcl;ﬁﬁ ':llglc—lz[‘]léo —

aHa(pUIAKTUYECKUH IIOK.

Hapywenus memabonuzma u numanus: 4acto — eTHIpaTalus.

Hapywenua co cmoponvl HepeHolUl cucmembl: 4acTO — HapyIIeHHE BKyca, nepudepuueckas
MOTOpHasl HelpomnaTus, nepudepuyeckas CEHCOpHasi HeWpomaTus, roJIOBOKPYKEHHE; HEYacTo —
OCTpOE€ HapyLIEHHE MO3TOBOIO KpPOBOOOpAIICHMS, WIIEMUYECKUH WHCYJIBT, BHYTPHUEPEITHOE
KPOBOU3JIUSHHE.

Hapywenus co cmoponwvl opeana 3penus: 4acTO — KOHbIOHKTUBUT, CYXOCTb TIJ1a3, IIOBBIIIEHHOE
CJIE30TE€YCHHE, CyXOl KEepaTOKOHBIOHKTHUBUT, OTEK BEK, 3a00JIeBaHHE MOBEPXHOCTHBIX TKaHEH
riasa.

Hapywenus co cmoponsl cepoya: 4acto — cepeyHasi HeJOCTaTOUYHOCTb, apUTMUS; HEUACTO —
CTeHOKapausi, MHPAPKT MUOKApAA, UllleMUYecKast O0JIe3Hb Cep/la, Ha/HKeIyI0YKOBasi apUTMHUSL.
Hapywenus co cmoponbl cocy0os: HeuacTo — nepudepudeckas HIIeMHUs .

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, Op2ano8 cpyOHOU KIeMKU U CPeOOCHmeHU.!
HEYaCTo — JIeroyHas 3M00JIUs, MHTEPCTHINAIbHAS TTHEBMOHHA> 4,

Kenyoouno-kuuieunvie napyuienus: OYEHb YacTO — CTOMAaTHUT, AHOPEKCHs, pBOTAa, Auapes,
TOILHOTA; YacTO — JUCIHEINCHs, 3arop, 00Jib B KUBOTE; HEUACTO — PEKTAJIbHbIE KPOBOTECUYCHHUS,
JKeJTyIOYHO-KUIIeYHble KPOBOTEUEHHs, Mep(opalus KUIIeYHHKa, 330(arut, KOJIuT>.

Hapywenus co cmopomnsl neuenu u senueguleo0aujux nymeti. 4acTo — MOBBIIICHHBIH YPOBEHb
AJIT, noseiuenHsiit ypoeHb ACT; penko — remnartur.

Hapywenus co cmoponsl Kodcu u NOOKOHMCHbIX MKAHell: 04€Hb YaCTO — ChIIlb, HIETyIIEHNE; 4acTO
— TUIEPIUTMEHTALUs, 3y, MyJIbTU(OPMHAs dIpUTEMA, AJTOTICIIUS, KPAITMBHULIA; PEIKO — SPUTEMA;
oueHp peako — cuHapom CruBeHca—/[)KOHCOHA?, TOKCMUECKMI SIUIepMabHBIA HEKPOIU3Z,
nemMuron], OyJIe3HbIH IepMaTUT, MPUOOPETCHHBIN OYIUIC3HBIN AMHUIEPMOIIN3, IPUTEMATO3IHBIN
0Tek®, MCeBIONETIONNT, IEPMATHUT, IK3EMA, IPYPUTO.

Hapywenus co cmoponvl nouexk u mouegvlgoosuux nymeti: o4eHb 4acto — cHmkenune KK,
yBEJIMYEHHE YPOBHS KPEaTHMHUHA®, 4acTO — I0YedHash HEeJOCTATOYHOCTh, CHIKEHHE CKOPOCTH
KITyOO4KOBOH (DUIIBTpAIlMU; YacTOTa HEM3BECTHA — He(PPOTEHHBIN HecaxapHbIN nuabeT, HeKpo3
MOYEYHBIX KaHAJIbLIEB.

Obwue Hapywienus u peakyuu 6 mecme 66e0eHus. OUYeHb 4YacTO — yTOMIIIEMOCThb; 4acTO —
nupeKcusi, 00Jb, 0OTEK, 00JIb B IPY/IU, BOCHAJIEHHE CIUZUCTON 000IOUKH.

Jlabopamopnvle u uncmpymeHmanvHvle OaHHble: YacTO — TOBBIICHHE YPOBHS TaMMa-
rnytamuntpancdepassl (I'TT).

Tpaemvl, unmokcuxayuu u OCI0XHCHEeHUs npoyedyp. HEYACTO — JIy4eBOH 330(QaruT, JTydeBoit
MTHEBMOHHUT, PEIKO — CIIy4Yau PeruanBa MoOOYHBIX 2P (EKTOB JTyIeBOUW TepaIu.

! C meiirponenueii wiu 6e3 Hee.

2 lHorya ¢ JIeTaibHbIM HCXOIOM.

3 MlHOT/1a MPHBOIUT K HEKPO3y KOHEYHOCTEH.

* C #pIxaTenbHON HEIOCTATOYHOCTBIO.

% Ha6mro1anoch TONBKO B KOMOHHAINH C [UCTLIATHHOM.
® [IpenMyIIECTBEHHO HMKHUX KOHEUHOCTEHH.

COO6HICHI/IG 0 TOA03PEBACMBIX HCKCIATCIbHbBIX PCAKITNAX

BaxxHO coo0mmIaTh 0 1Mo103peBaeMbIX HeXeNaTeIbHBIX PEAKIUAX MOCIE PETUCTPAIIMH Mperapara c
Henbl0  0oOecreyeHus:  HENMPEepPhIBHOTO  MOHUTOPWUHTA  COOTHOLIEHHUS  «IIOJb3a—PUCK»
JIEKapCTBEHHOI'0 Mpernapara. MeIuIuMHCKUM pa0OTHUKAM PEKOMEHIYETCs COO0IaTh O JIF0ObIX
MO/I03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKApCTBEHHOIO Mpernapara 4yepe3 HallMOHAJIbHbIE
CHUCTEMBI COOOIICHHS O HEXeNaTeNbHBIX pPEeaKIHsIX TOCYAapCTB — UWICHOB EBpasmiickoro
SKOHOMHUYECKOI'0 COI03a.
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Poccuiickas ®eepamus (MOCNEQOBATENEHOCTE 0001)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

®denepanbHas cy)0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Pocsnpasuamzop)
109012, r. Mockga, CnaBsHCKas TJI0mMab, 1. 4, cTp. 1

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

DnexTponHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpMAIIMOHHO-TEJICKOMMYHHUKAIIMOHHOM ceT «IHTepHET»:
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3npoBka
CUMIOTOMBI

Helitponenusi, anemusi, TpOMOOIIMTOIIEHUS, BOCIHAJCHHE CIU3UCTOW OOO0JIOUKH, CEHCOpHAas
MIOJIMHEUPONIATHS U ChIIlb.

OxmunaeMble OCIIOKHEHUS MEPETO3UPOBKH BKIIOYAIOT MOJAaBIeHUE (PYHKIIMU KOCTHOTO MO3Ta,
MPOSIBIISIIOLIEECss HEUTpOoIeHruen, TpomoonuToneHued u anemMuet. Takxke MOXKeT HaOIIOIAThCA
npucoeMHeHne HH(EKIU ¢ nuxopaakol winm 0e3 JTUXOpaaKku, auapes /WM BOCHAJICHHE
CJIM3UCTON 0OOJIOUKH.

Jleuenue

CumnTomMaTHyeCcKoe, BKIIIOUasi HEMEJIEHHOE IPUMEHEHUE KalbIs (ouHaTa.

B ciy4ae nono3peHus Ha nepeio3upoBKy IpenapaTa cielyeT peryisipHo KOHTPOIMPOBATh OOIIHUH
aHaJIU3 KPOBH.

5. DPAPMAKOJIOI'MYECKHUE CBOUCTBA

5.1. ®apmakoaMHAMHYecKHe CBOlicTBa

dapmakoTepareBTHUECKas TPyIINna: MPOTUBOONYXOJIEBbIE CPEICTBA; AHTUMETAOOIUTHI; aHAIOTH
(b oIMEeBOM KUCTOTHI

Kong ATX: LO1BAO4

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘{eCKI/IC B(bd)CKTBI

[lemerpekcen sBISETCS MHOTOLETEBBIM  NPOTHUBOOIYXOJEBBIM  aHTH(OIATOM, KOTOPBIH
OKa3bIBaeT CBOE JCHCTBHME MyTEM HapyLICHHs KIIOUEBBIX (DOaT-3aBUCHUMBIX META0OIMYECKHX
MPOIIECCOB, KPailHEe BaXKHBIX JIJIs1 PEIUIMKALIUU KIIETOK.

Hccnenosanus in Vitro mokasanu, 4To meMETpEKCcel BeJeT cedsi Kak MHOTOIIeTIeBOi aHTH(OIIAT,
UHTUOUPY S TUMUAWIATCUHTA3Y (TS), nuruapodonarpeykrasy (DHFR),
ruuHamMuapuodonykiaeotundopmuntpancdepasy (GARFT), koTopsie SBISIIOTCS KIFOUEBBIMH
donar-3aBUCUMBIME (pepMEHTaMU PU OUOCUHTE3€ TUMUIUHOBBIX U MTyPUHOBBIX HYKJICOTH]IOB.
[TemeTpekcen mocTymaer B KJIETKH C MOMOUIbIO MEPEHOCYMKAa BOCCTAHOBJICHHBIX (OJIATOB U
MEMOpaHHBIX OENKOBBIX (HONAT-CBA3BIBAIONINX TPAHCIOPTHBIX cucTeM. [locTymasi B KIETKY,
neMeTpekcesr ObICTpO M A(HPEKTUBHO MPEBpANIACTCA B MOJUTIyTaMaTHbIE (DOPMBI C MTOMOIIBIO
depmenta QonumnmonuriyTamMarcuaTeTassl. [lonuriayramaTHeie (OpMBI  3a/IEpPKUBAIOTCS B
KJIeTKaX U ABIAIOTCS O60see momHbiMu narHONTOpamMu TS 1 GARFT. [TonurmytamuaupoBanue —
3TO 3aBUCUMBIM OT BPEMEHM M KOHLEHTPALMU INPOLECC, KOTOPHII BCTPEUAETCs B OIyXOJEBBIX
KJIETKaX M, B MEHbBIIECH CTENEHU, B HOPMAJbHBIX TKaHSAX. Y METa0OJUTOB, MOTYYEHHBIX B
mpolecce MOJIUTTTyTAMUHUPOBAHUS, YBEJIMYEH BHYTPUKIETOUHBIA MEPHOJI MOJYBBIBEICHUS,
BCJIE/ICTBHE YEr0 YBEIMUMBAETCS ACHCTBHE MpernapaTa B OMyXO0JIEBbIX KJIETKaX.

[Ipr KOMOMHMPOBAHHOM MPUMEHEHHH TEMETPEKCea M IHUCIUIATHHA B UCCIEA0BaHUIX IN VItro
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HaOJI0/IAJICSI CHHEPTU3M MIPOTHUBOOITYX0JI€BOT0 JACHCTBUSL.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

Pacopenenenune

ITocTostHHBIN 00BEM paclpeseleHus HemeTpekcena paseH 9 n/m2 MccmemoBamus in Vitro
NoKasaiu, 4To okojo 81% memerpekcena cBs3biBaeTcs ¢ Oenkamu mia3Mel. Hapyienue QyHkimm
MOYEK pPa3HOM CTENEHH TSHKECTH HE OKa3bIBaJIO 3aMETHOTO BIMSHUS Ha CBSI3bIBAHUE MTEMETpEKce1a
¢ OenKaMH TUIa3MBbl.

Buorpancdopmarus

[TemeTrpekcen orpaHUYEHHO MMOABEPracTCsi METa0OIU3MY B TICUCHHU.

DIMMUHALHSA

[lemerpekcen B OCHOBHOM BBIBOJUTCSI MOuYkamu, npu 3ToM oT 70 1o 90% BBeneHHON 103bI
00OHapy’KHUBAeTCsl B HEU3MEHHOM BHJIE B T€UEHHUE MEPBBIX 24 4acOB M0CIIC BBEACHUS.
UccnenoBanust in VItro moka3eplBalOT, YTO MEMETpeKcea akTUBHO cekperupyercs OAT3
(MepeHOCYMKOM OPTaHMYECKUX aHMOHOB 3). Y MalueHTOB ¢ HOpMaJIbHOM (hyHKITMEH oYek o0
CHCTEMHBIN KIIMPEHC IIeMeTpeKce1a cocTaBisieT 91,8 Mil/MuH, Iepro MOy BBIBEICHHS U3 TIa3MbI
cocraBiger 3,5 dvaca. MexnanueHTHas BapuaOeNbHOCTh KIMPEHCA YMEPEHHas, COCTaBIIseT
19,3%. Ilnomaap mnoj KpUBOW «KOHLEHTpALUsS—BpeMs» M MaKCUMallbHas IIJIa3MEHHas
KOHIIEHTpalusl IeMeTpeKcela YBEIMYUBACTCA IPONOPLHOHAIBHO Jo03e. PapMakOKMHETHKA
IIEMETPEKCEIa OCTAETCSI HEU3MEHHON B TEUEHNE HECKOJIBKMX LIUKJIOB TEPAIHH.

OpnHOBpeMEHHOE BBEJEHHE LUCIUIAaTMHA HE OKa3blBaeT BIMSHHE Ha (apMaKOKUHETHUYECKHE
cBoiicTBa mnemerpekcena. IlpumeHenune QonMeBoill KUCIOTHI MEpOpalbHO M BUTAaMHHAa Bi2
BHYTPUMBIILIEYHO HE BIMSIO Ha (hapMaKOKMHETHKY ITeMETpeKcea.

6. PAPMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/ibHbIX BelIECTB

BcnoMorarensHble BellecTBa

Mannwuron (E421)
0,1 M pacTtBOp HaTpus THIPOKCHIA
WIH

0,1 M pacTBOp XJIOPUCTOBOJOPOTHON KHCIOTHI
o pH 7,2

6.2. HecoBMecTHMOCTD

[TemeTpekcer HECOBMECTUM C PacCTBOpPaMHU, COJACPKAMMMHU KAIBIHA, B TOM YHCJIE C PaCTBOPOM
Punrepa nakrata u pactBopoM Punrepa. JlaHHBIA JeKapCTBEHHBINH MpemapaT HE CIETyeT
CMEIIMBATh C JPYTHMH JICKAPCTBEHHBIMH MpENapaTaMu, 3a UCKIIOYCHHEM YITIOMSHYTHIX B pa3zelie
6.6.

6.3. Cpok rogHocTH (CPOK XpaHEHUA)

HesckprulThiil diiakoH
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2 rona.

IIpuroToBlieHHBINA PACTBOD

[Tpu Temneparype 2—8 °C ne 6onee 24 gacos.
6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

Xpanuts 1pu remmneparype ot 15 no 25 °C.
YcnoBus XpaHEeHUs 1OCIIe BOCCTAHOBIICHHS JIEKAPCTBEHHOTO TIperapara cM. B pasaene 6.3.

6.5. XapakTep u coepKuMoe NePBUYHON YIAKOBKH

ITo 100 Mr mam 500 Mr B mepecuere Ha MeMeTpekcea BO (JIaKOHBI M3 MPO3PAYHOrO CTEKJIA
| ruaponmuTrygeckoro kimacca oobemom 10 mut (uist mo3upoBku 100 mr) u 50 Mt (uTst JO3HPOBKU
500 mr), repMeTUYHO YKYIOpPEHHble NpoOKamMu u3 pe3uHbl Tuna |, oOxaThle KoJMaukaMu
KOMOHMHHUPOBAHHBIMH (ATFOMUHHEBBIMH C TIPEIOXPAHUTEIBHBIMH ITACTMACCOBBIMU KPBIIIIKAMH).
Ha ¢nakon HakienBarOT 3TUKETKY U3 OyMaru 3TUKETOYHOHN WM MUCYEH WM CaMOKJIESIIyIOCs
ITUKETKY.

[To ogHOMY (hi1akOHY BMECTE C MHCTPYKIMEH M0 MEIULUHCKOMY NMPUMEHEHHIO MOMEHIAlOT B
NayvKy U3 KapToHA KOPOOOYHOTO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MPH YHUYTOKEHHUHM HCIHOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WJIM OTXO0JA0B, TMOJY4YEHHBIX TOCJe TPUMEeHEHUs

JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNYJsIMU ¢ penapaTomM

PexoMeHmanmu mo npUuroTOBICHUIO PACTBOPA Il MHDY3UL

1. B xauectBe pactBopuTeis HCHOIb3yeTcs Toiabko 0,9% pactBop HaTpus xsopuaa (6e3
KOHCEPBAHTOB).

2. llna  npenapama Oozuposkou 100 me: 1isi TOTy4YeHUS BOCCTAHOBJICHHOTO pacTBOpa
conepsxxkumoe ¢uiakona (100 mr neiicTByrolero Bemectsa) pactBopsitoT B 4,2 mi 0,9% pactBopa
HaTpus xyopuja (0e3 KOHCEPBAHTOB) 10 KOHIICHTPAIMH 25 MI/MIT (TPUOIU3UTEIBHO).

s nmpenapama o0osuposkou 500 me. nJg TOMYyYEeHHs] BOCCTAHOBJICHHOTO pacTBOpPa
conepxkumoe axona (500 mr neficTByromiero BemecTsa) pactBopstot B 20 mut 0,9% pacTBopa
HaTpus Xjopuaa (6e3 KOHCEPBAHTOB) A0 KOHIICHTPAIIUU 25 MI/MJL.

Kaxnpiii QrmakoH akkypaTHO B30alTBIBAlOT IO IIOJHOTO PACTBOPEHUS JHO(PHUIU3ATA.
[Tomy4eHHBI pacTBOpP IT0JKEH OBITH MPO3PAYHBIM; JOIYCTUMO U3MEHEHHUE I[BETa pacTBOpa OT
OECIIBETHOTO /IO JKEITOBAaTOrO HJIM 3€JIEHOBATO-)KEJITOBATOTO IBeTa. HebmarompusrHOro
BO3/ICHCTBHS Ha KA4eCTBO Mpernapara Mpu 3TOM He oKa3biBaeTcs. Tpebyercs AOMOIHUTENbHOE
pa3BeJieHueE.

3. CoOTBEeTCTBYIOLIUH O0BEM MOJYYEHHOTO pPacTBOpa MEMETpeKcela HYXKHO IOMOJHUTEIHHO
pazeectu 10 100 M 0,9% pacTBopom HaTpus Xjaopuaa (0e3 KOHCEPBAHTOB).

4. PacTBOpHI meMeTpeKcea, MPUTOTOBICHHbBIE COTJIACHO MHCTPYKIMSIM BBIIIE, COBMECTHUMBI C
cucTeMamH Uil HHPY3UH U3 TOTMBUHIWIXJIOPUIA U TTIOIHoNIe(rHA.

5. Ilepen BBedeHHEM pacTBOp IpernapaTa HEOOXOAWMO BH3yallbHO IMPOBEPUTh HAa HAIUYUE
MEXaHMYECKUX BKJIIOYCHHA M W3MEHEHHe IBeTa. Ecnum HaOMIOJaroTCs MeXaHWYeCKUe
BKJIIOUEHUSI, PACTBOP HE BBOJAT.

6. PactBop /g nH(Y3uil HEOOXOJMMO HCIONB30BaTh HEMEUIEHHO WM B T€UeHHE He Ooiee
24 yacoB mpu yCJIOBHM XpaHEHUs Npu Temmeparype 2—8 °C, Tak Kak pacTBOp MeMeTpeKceaa
HE COJEPKUT aHTUOAKTEpUAThbHBIX KOHCEPBAHTOB. PacTBOp mpenHa3HayeH TOJBKO IS
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YHUUYTOXKEHHUIO.

Mepnl IpeTI0CTOPOKHOCTH IPU IPUTOTOBJICHUN M BBEJICHHHU

Kak u mpu oOpameHuu ¢ APYrUMH TMOTEHLUUAIBHO TOKCHYHBIMHU IPOTHUBOOIYXOJIEBBIMH
npenapatamu, CleAyeT MPOsBIATh OCTOPOKHOCTh MPH OOpallleHMH U MPUTOTOBIEHUU PacTBOpPa
Ui UHQY3MH TeMeTpekcena. PekoMmMeHayercss HCIoNb30BaTh IepyaTkd. Ecimum  pacTBop
IEMETPEKCcela MOMall Ha KOXY, CIeIyeT HEMEUICHHO U TINATEIbHO IPOMBITh KOXKY BOJOH C
mMbiIOM. Eciin pacTBOp memerpekcena momajg Ha CIU3UCTYIO O0OJOYKY, CIeIyeT TIATeIbHO
IpPOMBITh ¢ Bomoi. llemerpekcen He OKas3blBaeT KOXHO-HapbIBHOTO Jeciicteus. llpu
MOBPEXCHUN COCYa HE CYIIECTBYET CIEUAIBHOTO aHTUAOTA. 3apUKCUPOBAHO HE3HAUUTEIILHOE
YHCJIO CIIy4aeB MOBPEXKIEHUSA COCyJa IPU BBEICHUU MEMETPEKCENa, KOTOPhIE HE OLCHUBAJINCH
UccIleIoBaTeNeM Kak cepbe3Hble. [Ipu moBpexaeHun cocy1a HE00X0AUMO CIIEA0BATh JIOKAIbHBIM
CTaHJapTaM JICUCHU.

Yrunmusanus

Becw ocraBmmiics HeKapCTBCHHBIﬁ npenapar u OTXO0Abl CICAYCT YHUUTOXUTh B COOTBCTCTBHUHU C
YCTaHOBJICHHBIMH HAIUOHAJIbHBIM 3aKOHOAATCIILCTBOM Tpe6OBaHI/I$IMI/I.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanus

000 «TexHosorust I€KapCTB»

141400, MockoBckas 00u1., r. Xumku, ya. Pabouas, a. 2a, ctp. 31, mom. 21
Tenedon: +7 (495) 225-62-00

®axc: +7 (495) 225-62-65

OnektpoHHas nouta: info@drugsformulation.ru

7.1. IIpeacTaBuTeNb AEPKATESA PETHCTPANMOHHOIO YI0CTOBEPEHHA

[Mperen3un norpedUTEIEH HAIPABIATH 10 AAPECY.

Poccuiickas ®@enepanns

00O «TexHOa0THS JIEKAPCTBY

141400, MockoBckas 00u1., T. XUMKH, yi1. Pabouas, 1. 2a, ctp. 31, mom. 21
Tenedon: +7 (495) 225-62-00

dakc: +7 (495) 225-62-65

Onekrponnas nmouta: info@drugsformulation.ru

8. HOMEP PEI'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. TATA NEPBUYHON PETMCTPAIIMA (ITIOATBEPKJIEHUSA PETIMCTPAIIUMN,
INEPEPETUCTPALINN)

JlaTa nmepBoil peructpanuu:

10. IATA IEPECMOTPA TEKCTA
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OO0mass xapakTepUCTHKA JIEKAPCTBEHHOTO II enapaTa{nﬁngl%%ggﬁéﬁﬂW (;J-BE’IQI;'I%] Ha

uHpOpMaIIMOHHOM TopTane EBpasuiickoro SKOHOMHYECKOTO COr03a B HMH(MOPMAIHOHHO-
KOMMYHHUKaIMOHHOM cetu MuTepHeT: http://eec.eaeunion.org/.
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