MMHHWCTEPCTBO 3[IPABOOXPAHEHIS POCCUMCKOIHOEEP?
MHH3OPAB POCCHH

MHCTPYKIUS 11 -003758 - 270716
10 MPUMECHEHHIO JICKAPCTBCHHOTI'O IIp€niapara [ MCHHHHHCI{OJPJMHMQH-G@H q

Okcanuniaatu-POHII®
(Oxaliplatin-RONC®)

Toprosoe HazBanue npenapara: Oxcanumnatu-POHL®

MexayHapoaHoe HemaTeHTOBaHHOE Ha3BaHHe: okcanuruiaTuH (oxaliplatin)
JlekapeTBennas gpopma: KOHUEGHTpAT [UIA IPUTOTOBJICHHS PacTBoOpa Ui HHY3Ui
Cocras:

1 MJI KOHIIEHTpATa COAEPIKHUT:

AxmusHoe sewecmeo. okcaumnatud 5,0 Mr

Bcnomozamenvrvie sewyecmea: nakto3pl MoHoruapar 45,0 mr,

BOJA [UIS1 HHBEKLHH o 1 mr.

Onucanne:Flpo3paynpii*0eCUBETHRI WM MOYTH OECUBETHBIA C JKENTOBATHIM OTTEHKOM
pacTBop.

®dapmakoTepaneBTHYeCKas rpynma: IPOTHBOOIYXOJIEBOE CPENCTBO, AIKHIHPYIOIIEE
COECIUHEHHE.

Kon ATX: L01XA03

®apmakoJioruyecKkne CBofcrBa

Dapmarxoounamuxa

OkcanurmiaTuH SBISETCS IPOTHBOOMYXOJIEBBIM MPEMNApPaTOM, OTHOCAIIMMCA K HOBOMY KIacCy
[POU3BOJHBIX IUIATHHBI, B KOTOPOM aTOM IIIaTHHEI 00pa3yeT KOMIUIEKC ¢ OKcamaToM W 1,2-
NHAMHHOLUMKIOrEKCaHOM. OKCANHIUIATHH MpPOSBISAET HIMPOKUH CIEKTP LHTOTOKCHYECKOIO
neictBus. OH TakkKe NpPOSBNSET aKTHBHOCTH In Vitro ¥ in Vvivo Ha pasiMYHBIX MOZAEIIX
ONYXOJIEH, YCTOMYMBBIX K LMCIUIaTHHY. B koMOMHamuu ¢ ¢TopypauuioM Habmoxanock
CHHEPrHYECKOE LIMTOTOKCHYECKOE IEHCTBHE.

Wsyyenne MmexaHM3Ma AEHCTBHS OKCAJIMIUIATHHA IOATBEPXKAAET THIOTE3y O TOM, YTO
OuoTpancGopMHUpOBaHHBIE, BOAHbIE MPOU3BOLHBIE OKCAIHMIUIATHHA B3amMogehcTsyior ¢ JJHK
nyreM o0pa3soBaHMS MeEX- H BHYTPHTSDKEBBIX MOCTHKOB M nopasistoor cuHres JIHK, yrto

00yCaB/IMBaeT UUTOTOKCHYHOCTD M POTHBOOIYXOJNEBBIN 3¢(eKT.
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DapmakoxuHemuka MHH3OAPAB POCCHH

. “ 7 1
In Vivo OKcanMIIaTHH noaBepraeTcs akTUBHOM Guotpancdopmauui hHDBES et 4 thasme

KPOBH K KOHIY 2 4 MOC/Ie BBENCHHSI B H03¢ 85 MI/M>, r[p[n atoM 15 %0 [BRefi8RAGH nnaTHHEI

HaXxOJUTCSA B KPOBH, a OCTabHBIE 85 % OBICTPO pacmpeAensroTcs MO TKAHSAM HIIH BBHIBOAATCS

nodkamu. [InaTuHa cBa3bIBaeTCs ¢ aMbOYMUHOM IJIa3MBI H BEIBOJUTCS B OCHOBHOM 4Yepe3 MOYKH

B TeueHHe nepBbix 48 yacos. K 5 qHio okono 54 % Bceli 10361 06HApY)KHBAeTCS B MOY€E H MEHEE

3 % - B xane. BrlBeleHHEe OKCAIHIUIATHHA AOCTOBEPHO KOPPENUPYET C KIIUPEHCOM KpeaTHHHHA

(KK). O6muit rmia3MeHHbIH KIMpEHC yIbTpaduIbTpyIOIecs miaruasl yMensmaetcs npu KK

50-80 mn/muH Ha 34 %, npu KK 30-49 mn/muH - Ha 57 %, a npu KK menee 30 ma/mun Ha 79 %

no cpaBHeHHIO ¢ TakoBbIM Npu KK 6onee 80 mi/muH. Ipy CHHKEHUH QYHKIHH [MOYEK TAKKE

CHMXKAIOTCS TOYEYHBIH KJIMPEHC YNbTPadUIbbTPYIOMIEHCS IUIATHHBI M BBIBEACHHE ILIATHHBI

MOYKAMH.

ITokazanus K NpHMEHEHHIO

e aJbIOBaHTHas Tepanus paka obonodHo# kumkd III cramuu (cramus C o knaccupukauuu
Jlploka) mnociie pagMKATbHOH pe3eKLHH T[EPBHIHOM OMYXOJH B KOMOHMHALMM C
dTopypartuiaom/ Kanbius GOTHHATOM;

* METaCTaTHYECKHH KOJOPEKTAIbHBIH pak (B KOMOMHauuM C (TOPYpaLHIOM/KaTbIHs
donuHaTOM);

* METaCTaTHYECKHH KOJOPEKTaNbHBIN paK (B KaueCTBE TEPANUH IEPBOM JIMHUH B KOMOHHALIMH
¢ dTopypanunoM/kansuus GoNHHAaTOM U GeBauu3yMabom);

e PpaK SMYHHKOB (B Ka4€CTBE TEpAIIMH BTOPOM JIMHHUH).

IIporuBonokaszanus

e  MOBbIMICHHAs YYBCTBHUTEIbHOCTh K OKCAIHIUIATHHY HJIM APYTHM KOMIIOHEHTAM IIpenapara, a
TaK k€ JPYTUM MPOU3BOJHBIM ILIATHHBI,

e Muenocynpeccus (qucno Hedrpopmnos < 2000/mMrn w/wm tpomboruTos < 100000/mMxi) 10
Hajajia epBOro Kypca JiedeHus;

e nepudepHyecKas CeHCOpHas HEHAponaTHs ¢ GYHKUHOHAIBHBIMA HApYLICHHSAMH 10 Hayaia
NIEPBOTO Kypca NIeYeHus;

e  OEpPeMEHHOCTh M MEPUOJ IPYIHOTO BCKAPMIIHBAHHUS,

e  JIeTCKHi Bo3pacT 1o 18 ner.

C ocTOpOXHOCTBIO

C ocmopooicnocmuio HazHAavalOT Mpernapar:

e Y DAUMEHTOB C TOKENBIMH HapymEHHAMH QYHKUHMH TNOYeK (KIUPEHC KpeaTHMHHHA
<30 Mn/MHH);
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* Y NANMEHTOB, B AHAMHE3€ KOTOPbIX OTMEJAIOCh yIIMHEHNE HHTepBana Qipwin yPiRdi{iéHTos
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pabxomuonu3a.
IIpumeHenne npu GepeMEeHHOCTH H B NIEPHO/ IPYAHOT0 BCKAPMJIHBAHHSA
OkcanMIUIaTHH NPOTHBOMOKAa3aH K NpPUMEHEHHIO TpH GepeMeHHOCTH. [IpH HEOGXOIMMOCTH
NIPUMEHEHHS B IIEPHOA JIAKTAIlMH CIEeAYeT MPEKPATUTh IPYAHOE BCKapMJIHBAHHE.
HeobxoauMo NpHMEHATh HaJEXHBIE METOABl KOHTPALENUHH BO BpPEMS JIEYEHHS H MOCIE €ro
MpeKpaneHUs B TeYEHHE 4 MECAIEB IS XKEHIIMH JIETOPOJHOIO BO3pacTa M B TEYEHHE 6 MECALIEB
JUTA MY>KIHH.
Cnocod npuMeHeHHSs H 103bI
Oxcanunnatue-POHLI® Ha3Ha9aroT TOJMBKO B3pOCHBIM B BHIAE BHYTPHBEHHOHW HH(Y3HH B
TedeHHe 2—6 4. ['mmepruaparauus npH NPUMEHEHHH OKCATHIUIaTHHA He Tpebyerca. Ecmm
OKCAMIIATHH IIPHMEHAETCA B KOMOHHAUMH C (TOpypauunoM, HHQY3HSA OKCAIMILIATHHA
JIOJDKHA MIPEALIECTBOBATH BBEACHHIO PTOpypaluia.
A0viosanmuas mepanus paxa 060004Hot kuwku: 110 85 mr/im’ 1 pa3 B 2 Hefienu B KOMOHHALIMH
¢ GTOpYpaLUIIOM H Kanblus GpomHaToM B TedeHue 12 nukiios (6 Mec.).
Jleuenue memacmamuyeckozo KonopexmanbHozo paka: no 85 mr/M 1 pa3 B 2 Hejenu B
KoMOMHaLUH ¢ ¢TOpypanunoM/Kaabuus GoaHMHATOM (IO MPOrpecCHpPOBAHHA 3a00JICBaHUS MIH
Pa3BHUTHA ABJICHUH HEIIPUEMIIEMO# TOKCHIHOCTH).
Jleuenue memacmamuueckozo KonOpekmanbHo20 paxa: mo 85 mr/m* 1 pa3 B 2 HeAenH B
KoMOuHanuH ¢ gropyparmiomM/Kanbius GonHHaTOM u GeBanu3yMaboM (J0 NpOrpecCHpOBaHHs
3a00neBaHHs HIIH Pa3BUTHSA ABJICHHH HEMPHEMJIEMON TOKCHIHOCTH).
Pexxumsl no3upoBaHus ¢ropypaunia, Katbius GpouHaTa u GeBanu3yMada Mpy HX KOMOHHALHH
C OKCAIMILIATHHOM CM. B MHCTPYKIHMSAX [T0 MPUMEHEHHIO 3THX MPEMaparoB.
[lpx npuMeHeHuH NaHHOH KOMOMHANWM HHQY3HSA OKCATMIUIATHHA BCETAA JOJDKHA MPOBOJHUTHCS
ocje BBeicHMs 6eBanu3ymMaba, HO IPEIIECTBOBATEH BBEACHUIO PTOpypaLHIa.
Jeyenue paxa auunuxos: mo 85 mr/M® 1 pas B 2 Helelb B Kayecrse MOHOTEpAIU! WM B
KOMOMHAIMH C APYTHMH XMUMHOTEPAIIEBTUYECKMUMH TNpenapaTaMH.
[Tosroproe BBeaeHue OkcanumiatuHa-POHLI® mpou3BOAT TONBKO TMpPH  KOMMYECTBE
HeHTpodunos 6onee 1500/mMxn w/unu Tpombouutos 60ee 75000 /M.
Pexomendayuu no Koppekyuu 003st U pexcuma 66e0eHUA OKCATUNIAMUNA
Ilpn remaTonoruyeckux HapymleHusX (KOJM4YeCTBO HeiTpodunoB <1500/Mxn  w/mnu

TpoMbonuToB <75000/MKIT) MpOBeAEHHE CIEAYIOIErO Kypca OTKIANBIBAIOT A0 BOCCTAHOBJICHHSA

nabopaTOpHBIX MOKa3aTENEMH.




MHH3IPAB POCCHH

[lpu pa3BuTuM nuapeu 4-il CTENEHHM TOKCHYHOCTH, HEATponeHuH 3484 cfe"lfe'l’{&ﬁ(xorﬁgrfgol[%o

HedTtpodunoB <1000/mwi), ¢GebpunbHON HEHATPONECHHH, movGounronem{yf N3-C4-iA etenenn

(xonmugectBo TpoMbouuToB <50000/mMKm) mo3a OxcanuruiatuHa-POHII® npu nocnemyromux
BBEJICHUAX NOJDKHA OBITh CHIXXKEHA Ha 25 % B JONMOJHEHHE K COOTBETCTBYIOIIEMY CHHXXEHHIO
10361 pTOpypaliia B ciydae HX KOMOHWHHPOBAHHOIO NPUMEHEHHS. BOBHBIM, Y KOTOPBIX B XO/€
MHOY3UH WM B TE€YCHHE HECKOJBKHX YacoB IOCIE 2-4acOoBOW HMH(Y3HMH pa3BHBAETCA OCTpas
rOpTaHHO-TJIOTOYHAs Ju3ecTe3us, cienyromyro HHy3uro OxcanmumnatuH-POHLI® cnenyer
IPOBOJHUTH B T€UEHHE 6 Y.

I[Ip1 moSIBNEHWH HEBPOJIOTHYECKHX CHMIITOMOB IPOJODKHTENEHOCTRIO Gostee deM 7 AHEH WU
NpH napecTe3nH 6e3 QyHKUMOHAIBHBIX HAPYIIECHUH, COXPaHSIOMEHCS 10 CNeYIOmEro MUKIIa,
nocnenywomas noza OxcanumnaruHa-POHLI® pomkHa 6biTh cHmkeHa Ha 25 %. Ilpu
MapecTe3nd ¢ (QyHKUHOHATBHBIMH HApYIICHHSMH, COXPAHAIOMEHCS N0 CIEMYIOMEro IHMKIA,
OxcamunnatuH-POHU® nomkeH ObITh OTMEHEH; IPH YMEHBIIEHHH BBIPAKEHHOCTH CHMIITOMOB
HEHPOTOKCHYHOCTH IIOCJ€ OTMEHbl OKCAJHMIUIATHHA MOXHO pPacCMOTPETh BOIPOC O
BO30OHOBJICHUH JICYECHHUS.

Ilpy pa3BUTHH CTOMATHTAa W/HIH MYKO3UTOB 2-H WU 0oJiee CTENEHH TOKCHYHOCTH, JIEdEHHE
OxcanmunnatuHoM-POHLI® n0omkxHO 6BITH MPHOCTAHOBJIEHO O HX KYIHPOBAHHUS WM CHIDKCHHUSA
NPOSIBJIEHUH TOKCUYHOCTH A0 1-# CTEIEHH.

IMayuenmet ¢ Hapywernuem hynkyuu novex. Y MalueHTOB C JIETKOH UITH YMEPEHHOH CTENIEHBIO
HapymleHHs (YHKUMH IOYEK pEeKOMEHAyemas [03a Mpernapara cocTaBisger 85 mr/m’. Y
MALHEHTOB C TSDKEJBIMU HapyMIeHUSMH QYHKIMH ITOYeK TpeOyeTcs CHI)KEHHE HAaJaIbHO#M 03Bl
OKCATHILIATHHA 10 65 MI/M’.

Iayuenmpyi ¢ napywenuem ynxkyuu nevenu. VIaMeHeHHe pexkxuMa JO3HPOBAHUS Y MTALIHEHTOB
C JIETKMMH HMJIH YMEPCHHbIMH HapylmIeHMsSMH (QYHKIMH NedyeHH He Tpebyercs. JlaHHBIX MO
IIPUMEHEHHIO OKCATUIUIATHHA Y MAI[HEHTOB C TSHKEIBIMU HapyIUeHHSIMH QYHKIUH NT€YEHH HET.
Iayuenmsr noxcunozo 6ospacma. He TpeGyercs KOPpEeKUHH PpeXHMa JO3UPOBAHHMA IMPH
Ha3HAYEHHHU OKCAIMIUIaTHHA MAllMeHTaM B Bo3pacTe ctapme 65 jeT (B T.4. IIpH MPUMEHEHUH B
KOMOHHAIMH ¢ PTOPYpaLHIIOM).

IIpaBuia NpUroToBJieHHA H BBEAeHHsI PACTBOPA /Il BHYTPHBEHHBIX HHY3Hii

IIpu npuroroBnennu u npu BeegeHuu OxcanumiatiHa-POHLI® Henb3s MCMONB30BaTh MBI U
Apyroe o00pyAOBaHHE, CONEPKAIIee ATFOMHUEHIA.

Jlns mpuroroBneHus HHQY3HOHHOTO pPacTBOpa OKCANUIIATHH pasbasisror 250-500 ma S %
pacTtBopa JeKcTpo3bl. KoOHUIEHTpauuss MOJyYEHHOIr0 pacTBOpa OKCAIMIUIATHHA [JOJDKHA

COCTaBIATH He MeHee (1,2 Mr/mil.
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MHH3IPAB POCCHH
NPUTOTOBIICHUA paCTBOpa Ipernapara JO0JIXKHBI IIPUMEHSIBCA TOJIBKO CKOMCHIOOBaHHEIC
- pE ° 003758 - 270718

COTJACOBAHO
He ucnonsioseams 1 pacTBOpEHHs Iperiapata WM pa3Bel¢HHS PACTBOpA IIpenapaFa—(ar

PacTBOPHTENH.

MPUroTOBNEHHsS WHQY3HOHHOTO pactBopa) 0,9 % pacTBOp HaTpHs XJIOpHIA M APYTHE COJIEBHIE
(wenoYHbIe) pacTBOPHI.

Henp3s npuMeHATH NMpenapaT Hepa3baBIeHHbBIM.

PacTBOp npenapara pekOMeHAYeTCs BBECTH Cpa3y Xe [OC/E MPHTOTOBICHHS.

He cmemuBate B OMHOW €MKOCTH W HE Ha3HA4YaTh OJHOBPEMEHHO B ONHOH HH(GY3HOHHOH
CHCTEME C NPYTHMH IpernapaTaMH, MIETOYHBIMH PacTBOPAMHU HJIM PacTBOPaMH, COAEPXKAIIMMHU
XJIOPUIBI.

[TpuroToBieHHbIH pacTBOp MpenapaTa HOJDKEH OBITh MpPO3padHbIM M HE JOJDKEH COAEpXKaTb
HEPaCTBOPEHHBIX YacTUL. B NpOTHBHOM Cilyyae pacTBOp NpenapaTa MPUMEHATh HEJb34.
[Ipenapat npeqHa3sHa4YeH TOJBKO Ui OAHOKPATHOrO MpuMeHeHHs. Hencnons3oBaHHBINH pacTBOp
npenapara J0JDKEH ObITh YHHYTOXEH.

IToGouHnoe aeficTBHE

Yacrora moOOYHBIX peaKiivii, MPUBEACHHBIX HIKE, ONPEEANach COOTBETCTBEHHO CIIEAYIOIIHM
KPUTEpHAM: odYeHsb yacTo (>1/10), gacto (> 1/100, < 1/10); mewacro ¢ 1/1000, < 1/100);
peaxo € 1/10000, < 1/1000); ogens pemxo (< 1/10000), BKIrO9as OTAENBHEIE COOOMICHHUS;
9acToTa HEMU3BECTHas (0 HMMEIOLIMMCA JAHHBIM OIIPENENUTh YacTOTy BCTPEYAaEMOCTH HE
NPECTABIISAETCS BOZMOXHBIM).

Hapywenua co cmoponst cucmemst KpoeemeopeHun

Ouenb uacmo - aHeMus, JIEHKOIEHUS, HEHTPOTIEHHS, TPOMOOIUTONEHHS, TUMGONECHHUS.

Yacmo - pebpunpHas HeHTponeHus (BKIIo4as 3-4 CTENEHs).

Pedxko — HMYHHO-aJUIEpPrHYECKHE FEMONUTHYECKAss AHEMHS M TPOMOOLMTONEHHS, CHHIPOM
OUCCEMHHHPOBAHHOI'O BHYTPHCOCYIHCTOrO CBEPTHIBAHUA KPOBH (BKJIIOYAs JIETAJIbHBIE HCXOBL).
Hapywenua co cmoponst nevenu u jcenuegsle00auiux nymeu

OueHb pedxko — CHHYCOMAAIbHas OOCTPYKLHS MOPTAIBHOIO KPOBOTOKA (BEHO-OKKIIFO3HMOHHAs
601e3Hb MEYEHH) UM MATOJIOTHYECKHE MIPOSBIECHHS, CBA3aHHBIE C 3THM 3a00/IEBAaHHEM IIEUYCHH,
BKJTIOYAs TEIMO3HBIA TelMaTHT, y3/I0Basd pEreHepaTUBHAs TUIEpIUIa3usi, EPUCHHYCOHIANbHBIH
¢$Hubpo3, KIHHUYECKUMH MPOSBIEHHSIMH KOTOPBIX MOTYT OBITh IMOpPTajibHAA THIIEPTEH3US W/HIH
NOBBIIIEHHE AKTHBHOCTH MEYEHOYHBIX TPAHCAMUHA3 B CHIBOPOTKE KPOBH.

Hapywenua co cmoponsi cucmemst nuwiesaperun

Ouenv yacmo — TOWUHOTA, pBOTA, AMApes, 3alop, BOCIAJIEHHE CIH3MCTBIX 0060I04YeK
(ctoMaTHT/MyKO3HUT), 6o B 06nacTH HBOTa. C TSKENBIMU JUapeed W/MIHM PBOTOH MOXET

OBITH  CBA3aHO Pa3BHTHEC ACruaparaniyd, T'HIIOKAJIEMHH, MeTaboTHYECKOrO anuaoo3a,
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MHH3OPAB POCCHH
NapaIUTHIECKOH KHIIEYHON HENMpPOXOAMMOCTH, OOCTPYKUHH TOHKOTO] RHIGEIHUKA,-HapyIae g i

¢ynxuuu noyex, 0co6€HHO NpH NPUMEHEHMH OKCAIUILIATHHA H GTOPYPAUREa:jACOBAH O

Yacmo — pucniencus, racTpo-33ogareanbHblii peIIOKC, XKeNyaI0YHO-KHIIEYHOEe KPOBOTEIEHHE,
KPOBOTEYEHHE U3 MPAMOMH KHILIKH.

Peoxo — xomuT, BKIIOYAs ClIy4ad MCeBIOMEMOPaHO3HOro KOIHMTa, BbI3bIBaeMoro Clostridium
difficile, mankpeatur.

Hapywenua co cmoponst HepsHoi cucmembst

Ouenb yacmo - OCTpblE HEHPOCEHCOPHBIE MPOABIIEHUS, KOTOPble OOBIYHO BO3HHKAIOT B KOHIIE 2-
4acoBOH HH(Y3UH Ipernapara WIH B TEYEHHE HECKOJBKHX YacOB IOCJIE BBENECHHMS IIpernapara
CaMOCTOSTENBHO YMEHBIIAIOTCA B TEYEHHE HECKONBKUX CIEAYIOIIMX YacOB MJIM JHEH M 4acTo
BHOBb BO3HHMKAIOT B MOCNEAYIOIMX UMKIaX. OHH MOrYT BO3HHMKAaTh WJIHM YCHJIMBATHCA IOX
BO3JCHCTBUEM HH3KHX TEMIIEPATYp MM XOJNOAHBIX mpeaMeroB. OHH BBIpaXKAIOTCI B
NpPOSIBJICHUU NPEXOMSIIeH MapecTe3ueH, QU3ecTe3uer WM runecre3ued. OCTpblid CHHAPOMOM
rOPTaHHO-TJIOTOYHOM JU3€CTE3UH BO3HHKAET Y 1-2 % MalUeHTOB U MPOSBIAETCA CYOBEKTHBHBIM
9yBCTBOM MAHMCGArHd WIM OMABINIKH/OIIYIIEHHS YAYymbs 6e3 Kakux-mubo OOBEeKTHBHBIX
MPU3HAKOB JIBIXaTEJIBHBIX pPAaCCTPOHMCTB (OTCYTCTBHE LMAHO3a WM THIIOKCHH), HIH JKe
nmapuHrocmazMa uiM OpoHxocrnazMa (6e3 cTpumopa WM CBHCTAIIEro nbixaHus). VHorna
BCTPEYAIOTCA JPYTrMe CHMIITOMBI, TaKHe KaK HapylmIeHHs (QYHKLUMH YEepemHbIX HEPBOB, ITO3,
ITMIUIONIUA (IBOCHHE B ria3zax), apoHHA, NUCPOHHSA, OXPHIUIOCTH r0j0Ca, OMHCHIBAEMBIH KaK
napajuy COJIOCOBBIX CBSI30K, HapyUIEHHE YYBCTBHTEIbHOCTH S3BbIKa WM IU3ECTE3Us, HHOTAA
onmuchIBaeMasi Kak adasus; HeBpaJrdA TPOHHHYHOrO HepBa, JuueBble Oonu, 6onu B riasax,
CHH)XKEHHE OCTPOTHI 3pEHHs, CyXeHHe mnoNei 3peHus. Taxke HaOMOAATHCH ClieAyrOmHe
CHMIITOMBL: CIIa3M JKEBATENIbHBIX MBIIIL, MBIMICYHbIE CMa3Mbl, HEMPOH3BOJBHBIE MBIIICIHbIE
COKpAlllEeHHs, MBIMICYHbIE MOJEPrUBaHUs, MHOKIIOHYC, HApyIIE€HHS [OXOJKH, AaTaKCHi,
HapYIIEHHs PABHOBECHS; YyBCTBO CAABJEHHA / OlIylleHHe AaBineHHus / puckombopt / 6onb B
IJIOTKE WM FPYAHO#M KIIETKE.

Ju3secTe3uss MM nNapecTe3us KOHEYHOCTEH W mnepudepuyeckas CEHCOpHas HelponaTus.
HeBpororndeckas TOKCHYHOCTH ABJISAETCS JO30TMMUTHPYIOMHMM (akTopoM. OHa MpOSBILETCS B
BUIE MepudepHdecKOdl CEHCOPHOW HeHpomaTHH, XapaKTepu3ylomehcs mnepudepudecKon
IHU3ECTE3UEH WM TapecTe3neil ¢ pa3BUTHEM HIM 6€3 pa3BUTHA CYNOPOXHBIX MBIIICYHBIX
COKpAIlleHHH, 9acTO MPOBOLUPYEMBIX X0NnoaoM (85 % - 95 % manuenToB). [UIMTETBHOCTD 3THX
CHMIITOMOB, KOTOpbIE OOBIMHO KYTTHPYIOTCS B IPOMEXYTKE MEXAY KypcaMH, YBEIHYHBAeTCs B
3aBHCHMOCTH OT CYMMapHOW 03Bl OKCAJIUIUIaTHHA. Bo3HHKHOBeHMe Ooneidl win
GYHKUMOHANBHBIX HApYIICHHWH, a TAKXKE HX MPOJODKMTENBHOCTD SBIIIOTCA MOKa3aHHAMH UL

KOPPEKIIHH pPEXUMA MNO3MPOBAHHA MM HOAXKE OTMEHBI JICUCHUA (CM. pasaen «Cmocob

9, 4;69 7
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MUH3OPAB POCCHH

DpUMEHEHHS W 103bl, PexoMeHpauuu 10 Koppekuyu po3kil - 403 p&kuma?2 7 8BéfieHus

OKCATHIUIATHHAY). OTH (YHKIIMOHAIbHBIE HAPYILIEHUS, BKJ'I}QEIaﬂ 3aTpyageHYs, fIpA BHINOTHEHHH

TOYHBIX JBW)XEHHH, SBJSIOTCS MOCIEACTBUSIMH CEHCOPHBIX HapyIUECHHH. PHCK BO3HMKHOBEHHS
DYHKLMOHANLHEIX HAapYIUEHHH NpH KyMYIATHBHOM 03¢ mpubmusurensHo 800 mr/m’
(narmpumep, 10 nuxioB) cocrtaBiser < 15 %. B GonpmiHCTBE CllydyaeB HEBPOJIIOTHYECKHE
HPOSIBJIEHHUS M CUMIITOMBI YMEHBIIAIOTCS MIOCIIE MPEKPANICHUS JICICHHUS.

JlucreB3us (HapylleHHE BKYCOBBIX OUIYILIEHH ), TOJIOBHas O0JIb.

Yacmo - rONOBOKPYXE€HHE, MEHUHTH3M.

Peoko - mu3apTpus, MCHYEe3HOBEHHE TTYOOKHX CYXOXXHJIBHBIX peduiekcoB, cumntoM JlepMuTra,
CHHIpPOM 3aaHeit obpaTumoii nefikosHuedanonatuu (cM. paznen «Ocobble ykazaHUAY).
Hapywenuna ncuxuku

Yacmo - pemnpeccust, 6ecCOHHHULA.

Heuacmo - noBeimeHHas HEPBO3HOCTh

Hapywenuna co cmopoHbt KOCMHO-MbLUIEHHOU CUCMEMbL

Ouenv yacmo - 6onp B cniuHe. B ciydae mosBIeHUS TaKOH HeXeNaTeNbHOW peaklHH cregyer
o6creoBaTh MAlUEHTa IS HCKITFOYEHHS FeMOJTH3a.

Yacmo - apTpanrus, 60716 B KOCTAX.

Hapywenun co cmoponst dsixamensHot cucmemsl, 0p2aHo6 zpyOHOU KNemKu U cCpedocmeHun
Ouenb yacmo - Kalelb, OABILIKA.

Yacmo — ukota, neroysast sSM60us.

Pedxo — 0CTpOe HHTEPCTHIHAIBHOE MIOPAXKEHHE JTErkuX (BKIIIOYAst JIETANbHBIE HCXOMbL), PUEpo3
nerkux (cM. pasgen «Ocobble yKkazaHUA»).

Hapywenua co cmoponsi cepdeuno-cocyoucmou cucmemst

Quenb yacmo - HOCOBOE KPOBOTEYEHHE.

Yacmo - tpoMbodnebut/TpoM603 riryboKkHX BeH, TpoM603MOONMsA (B TOM HYHCNE JIErOYHBIX
apTepHii), MOBBIMIEHHE aPTEPUANBHOTO JABJICHHA, «IIPHJIHBBI» KPOBH K JIHILY.

Hapywenua co cmopoHst MouesbldenumenbHoOU cucmemsl

Yacmo - rematypus, QU3YpHS.

Ouenb pedko — OCTPBIA TYOYJApHBIA HEKPO3, OCTPHIH HHTEPCTMLHANBHBIA HedpHUT, ocTpas
No4YeyHas HEJOCTaTOYHOCTb.

Hapywenuna co cmoponst kodcu, ROOKOMHCHbBIX MKAHeU U KONWCHbLX NPUOAMKOE

Ouenb yacmo — OPaXEHUS KOXKH.

Yacmo — anoneuus (MeHee 9eM y 5 % MALMEHTOB IPU MOHOTEPAIHNH), JIAJOHHO-TIOJOLIBEHHAS
SPUTPOAM3ECTE3NS, IPUTEMATO3HAS ChIMb, TMOBBIUEHHAS NMOTIMBOCTS, H3MEHEHHS CO CTOPOHBI

HOI'TEH.
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Hapywenua co cmoponst opzana 3peHun t A -003758 - 270716

Pedko — mepexomdliee CHIKEHHE OCTPOTHl 3PEHHS, CYXCHHE NOJGH n3peHus ) HEBPHT

3pUTEIFHOTO HEPBA, NMepeXoJAIias NoTeps 3peHus, oOpaTuMas TIOCITE pEKpaILCHHS JICYCHHUS.
Hapywenun co cmoponst opzana cayxa

Heuacmo — OTOTOKCHYHOCTb.

Peoxo — rnyxoré.

Hapywenua co cmopoHst uMMyHHOU cucmembl

Quenb yacmo - annepfnqecxne pEaKlHH, TaKHe KaK KOXKHast ChINb (B YaCTHOCTH, KpallMBHHULIA),
KOHBIOHKTHBUT, PHHHUT.

Yacmo — aHaduIakTHYECKHE pEaKLUH, BKIIOYas OpOHXOCNa3M, aHTHOHEBPOTHYECKHH OTeKk,
CHI)KCHHE apTepHATIbHOrO JaBJICHHA, OUIylleHHe Ooyieli B 00mMacTH rpyAHOH KIETKH H
aHaUITaKTHYECKUH LIOK.

Obugue paccmpoiicmea u HapyweHUA 8 Mecme 6e0eHuUA

OueHb yacmo - TOBBILIEHHAA YTOMJIIEMOCTD; JTHXOpajKa, 03HOO (IpoXb) WM M3-3a Pa3BUTHA
uHekuuit (c ¢eOpunpHON HeHTpomeHHeH wWIH 6e3 Hee) WM, BO3MOXHO, BCIECICTBHE
HMMYHOJIOTHYECKHX MEXAHU3MOB, AaCTEHHS; peaklliM B MeCT€ BBEACHHUS, BKIIOYast O6o0Inb,
THIIEPEMHUIO, OTEK U TpomO03. DKcTpaBa3alus Mpenapara MOXET IIPHBOAMTH K BOSHUKHOBEHHIO
JOKaJIbHEIX 0OJIeH M BOCHAaNeHHs, KOTOPBIE MOTYT OBITh PE3KO BBHIPRXXCHHBIMH H NPUBOJHTH K
OCJIO)KHEHHMSIM, BKJIIOYast HEKPO3.

Hapywenua co cmoponst nabopamopHsix nokasameneu

Ouenb yacmo - TMOBBINIEHHE AKTHBHOCTH IIENOYHOH ¢ocdaraspl, akTHBHOCTH «HEYEHOUHBIX»
TpaHCaMHHa3, THUNepOMIHPYOHHEMHS, MOBHINCHHE AKTHBHOCTH  JIAKTaTAETHAPOTEHA3Bl,
MOBBINIEHHE MACChI Tea.

Yacmo - runepKpeaTHHUHEMHUS, CHIDKEHHE MacChl Tea.

Hugpexyuonnsie u napasumapnsie 3a6oneéanun

Ouyenb yacmo — UHPEKIHH.

Yacmo — uHGpeKUMH BEpXHHX [BIXaTENbHBIX IMyTEH, HEHTPONEHHYECKHH cerncuc (BKIIOYas
NeTabHBIE HCXO/BI).

Heuacmo — cencuc (BKI0Yas J€TaJbHbIE HCXOIbI).

Hapywenuna co cmoponst 06mena seujecme u numaHua

Ouenb yacmo — aHOPEKCHsl, THIIEPHATPHEMHS, THIIEPTIMKEMHSL.

Yacmo - runoxkanbuyueMus.

ITocmmapkemuzoeotii onsim

Hapywenua co cmoponst cucmemst Kpogemeopenua

HYacmoma Heuzgecmua - I‘eMOHHTI/IKO-prMI/I‘{eCKI/Iﬁ CHHIOPOM.
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Yacmoma Heusgecmna — HIIEMHS KUIIEYHHKa (BKJIIOYAs 'JIETAIbHBIE CP?JXQ)A[M})B%&Q. pasgen

«Ocobble yka3zaHHsA»), A3Ba JBEHAJALATUNEPCTHOH KHILIKH H €€ MOTEHLHAIbLHbIE OCIIOXHEHHS,
TaKHe KaK S3BEHHOE KPOBOTEYEHHE U Mepdopaius s3Bbl (BKIIOYAS JETANBHBIE HCXOABI) (CM.
pazzen «Ocobble yKazaHHs»).

Hapywenua co cmoponst HepsHoii cucmembsi

Yacmoma neuszgéecmHa — CyROpOTH.

Hapywenua co cmopoHst KOCMHO-MblUIEHHOU CUCMEMbL

Yacmoma neuszsecmna — pabaoMuou3 (BKIIOYas JeTanbHble UCXOHBI) (cM. pasmen «Ocobble
YKa3aHHAN).

Hapywenua co cmoponst dsixamensHol cucmemsl, 0p2aHos ZpyOHOU KiemKu U cpedocmeHun
Yacmoma neuzgecmua - TapuHTOCIIa3M.

Hapywenun co cmopoHst cepoedno-cocyoucmou cucmembst

Yacmoma neuzeecmna - ymuHeHue uHTepBana QT, KOTOpoe MOXET IMPUBECTH K Pa3BUTHIO
TSDKENBIX JKEYNOYKOBBIX apHTMHUH, BKIIIOYas XXENyJOYKOBYIO TaXHKapAUIO THIA «IIHPYITY,
BO3MOJXHO C JIETAJIbHBIM UCXOJOM.

Hudghexyuonnsie u napasumapnsie 3a60nesanus

Yacmoma neuzgecmua - CEITUYECKUH MOK (BK/I0Yas JETATbHBIE HCXOABI).

Kombunuposannaa mepanus okcanunnamuna c pmopypayunom/Kanoyusa ¢onunamom
(FOLFOX) u 6esayuzymabom

B momonHeHHe K HeXeNaTeNbHBIM PEaKLHSM, OXXHAAEMBIM B pe3y/IbTaTe IPUMEHEHUS peXuMa
FOLFOX, nexenarenpHsle peakuu npu kombunauuun FOLFOX ¢ 6epanusymaboM BKIO9aIH
KPOBOTEYEHHS, MPOTEUHYPHIO, YXYINIICHHE 3@KUBICHHS paH, KeTyAOYHO-KHUIIECYHbIE
nepdopaluy, apTepHanbHyIO runepreH3uto. s 6onee noapobHoit nHpopMalyuu, Kacaromencs
b6e3omacHOCTH mNpUMeHEHHs OeBauu3zymaba, CM. COOTBECTBYIOILYK) HMHCTPYKLHUIO IIO
IPUMEHEHHIO 3TOrO Ipenapara.

Ilepeno3npoBka

Cumnmomvbi; MOXKHO OXXKHIATh OoJiee BBIPXXEHHOTO MPOsBIeHUS N060YHbBIX 3¢ dekToB.
Jlewenue: peKOMEHIyeTCA TINATENBHOE HAOMIONEHHE 3a IEMATOJIOTHYECKMMH II0KAa3aTeNsAMH,
NpOBEJCHHE CUMITOMATHIECKO# TepaniH. CrieuHIecKoro aHTHA0Ta HeT.

B3auMoaericTBHe ¢ APYrHMH JIeKapCTBEHHBIMH NMpPENapaTamMu

CymmecTBEeHHOTO U3MEHEHHS CBA3BIBAHUS OKCAMILIaTHHA C O€MKaMHU M1a3Mbl KPOBH in Vitro Mpu
OJHOBPEMEHHOM TNpPUMEHEHHH C OJPUTPOMHUIHHOM, CATHLMIATaMH, TPAHUCETPOHOM,

MAaKJIUTAaKCCJIOM H BaHBHPOCBOﬁ KMCJIOTOH He HabM0aanocs.

94’697J
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Y nanueHToB, MOMyYaBIIMX OKCAIHIUIATHH B 103€ 85 MI/M” HEMOCPEACTBEHHO NEPE/] BBEACHHEM

COTNACOBAHO
¢dTopypauuia, H3MEHEHH B KOHIEHTpAMAX GTOpypalriIa BpoBH-He-HA0MOAAN0Ch-

He cnenyer cmemuBaTh pacTBOp IpenapaTa ¢ APYrUMH JIEKapCTBEHHBIMHU CPEACTBaMH B OJHOM

KanenpHULE WK HHPY3HOHHOH cCHCTEME.

ITpu B3aMMOJEHCTBUY C ATIOMHHUEM BO3MOXXHO 00pa30BaHHE OCaJKa U CHHXXCHHE AKTHBHOCTH

OKCAJIMIIATHHA.

PexomeHnayercss coOMIOAATH OCTOPOXHOCTH NPH NPHMEHEHHWH OKCAIMILUIATHHA COBMECTHO C

JIPYTHMH JIEKapCTBEHHBIMH CpPENCTBaMH, YMUIHHsOMUMHU HHTepBanl QT (M3-3a pucka pa3BUTHA

TSDKENBIX

KETyIOYKOBBIX ApHUTMHUH, BKJTIOYAs JKETYyJOYKOBYIO TaxXHKapAHIO THIIAa «MHUPY3T»). B ciyuae

KOMOHHAIIMH C TAKUMH JIEKAPCTBEHHBIMH CPECTBAMH HEOOXOAUMO TIIATEIbHO KOHTPOJIHPOBATH

uatepsan QT mpu nposeneruu KT

Oxcanmuruiatul  ¢apMmarieBTuyeckd He coBmecTuM ¢ 0,9 % pacTtBopom HaTpus XjIopHzia

JPYTUMH pacTBOpPaMH, COJEPXKAIIMMHU XJIOPUIBI, a TAKKE IIECIOYHBIMHA PACTBOPAMH.

CoBMeCTHOE TpPUMEHEHHE C JOLETAKCEIOM MOXET YBEJNHYMBATH PHUCK  Pa3BHUTHSA

nepugepruuecKoil HeHPONaTHy Y MAllHEHTOB C CaXapHbIM AxabeToM uiH ctapiue 60 er.

COBMECTHOE IpPHMEHEHHE C KanemuTabMHOM MOXET YBEIMYMBaTh pHMCK Ppa3BHTHSA

UMMYHOCYTIDECCHH B MHEJIOTOKCHYHOCTH.

Ocobble ykazaHus

e BaeneHue OKCalUIUIaTHHA CIeLYeT OCYILECTBILITh IO KOHTPOJIEM Bpada, HMEIOMIErO OIMbIT
paboThI C IPOTHBOOMYXOJIEBBIMHU IIPENapaTaMH.

e TloCTOSHHBI KOHTPOJb 3a BO3MOXHBIMH TOKCHYECKMMH 3¢deKTaMH 0pH JIeUeHHH
OKCaJIUIUIaTHHOM 00s13aTelieH.

e Perymapuo (1 pa3 B Hememno), a TaxKxke nepel KaKAsIM BBEICHUEM OKCAIHIUIATHHA CIIEAYET
MPOBOJUTh KOHTPONL COAEpXaHHA (POPMEHHBIX DJIEMEHTOB B INepudpepHdeckod KpOBH H
nokasareJieif pyHKIHH OYEK H IIEYCHH.

e [lepen HayaJloM KaXOOro [HKIA TepanHH OKCAIMILIATHHOM CJIeQyeT HpPOBOAHTH
HEBPOJIOTMYECKOE 00CIIEJOBAHKE HA TIPEIMET BBIABICHHS IPU3HAKOB HEHPOTOKCHYHOCTH.

e [lanueHTOB cCleayer mnpoHHGOPMHPOBATE O BO3MOXHOCTH YCTOHYMBBIX CHMIITOMOB
nepuepHIECKOil CEHCOPHOM HEHpONaTHH MOciie OKOHYaHHS Kypca jiedeHus. JIokaibHble
YMepeHHbIE MapecTe3 ¢ (YHKUHOHAIBHBIMH HApYIIEHUSIMH MOTYT JepXaTbcsi IO 3 JIeT
IIOCJIe OKOHYAHUS JICYCHHUS.

e [laumeHtram, y KOTOpPbIX B XoJe HH(Y3UH WIM B TEYEHHE HECKOJIBKHX YacoB MOCI]E
pa3BUBaeTcs  OCTpas FOPTAHHO-TJIOTOYHAsT  JM3ECTE3Ms, CIEAYIIYyI0 HHPY3HI0

OKCAJTUIIaTHHA CIEAYyET IMPOBOAUTH B TCUYCHHE 6 yacos. IIIISI NMPpEAOTBpAICHUS pa3BHTHA

94697
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HU3CCTE3NH IMAIHACHTY PEKOMEHIAYETCA u3berarth HepCTXHa)KII?t[}IiI/UIQ 0% 7 gayoer npypeMa

CJIMIIKOM XOJIOJHOM MUIIHA U HAMTUTKOB BO BpEMA BBEACHUY U B TC‘ICH%%{!%%&%%LW&( JacoB

IOCJIE BBEACHHUA OKCAJIMILIIAaTHHA.

[Ipu mnosiBIIEHWH peCNUPATOPHBIX CHMITOMOB (CyXOH Kawesb, AMCIIHOY, XPHUIIBI HIH
BBISIBJICHHE JIETOYHBIX HH(WIBTPATOB MPH PEHTICHOJOTHYECKOM MCCIIEAOBaHHHU), JICHEHHE
OKCAJIMIUIATHHOM CJIENYET NMPHOCTAHOBHTH A0 MCKIIOYEHHS HAIHYHSA WHTEPCTHUILHATBHOTO
HEBMOHHTA.

Takue cUMOTOMBI KakK JAErHAparalys, MapalATHYECKHH HIEyC, HEeIPOXOMMOCT
KUIIEYHUKA, THITOKATHEMHUs1, METabOIMYECKUH allUa03 U [TOYeYHask HENOCTATOYHOCTh MOTYT
ObITh  OOYCJIOBNEHBI BBIPDAXEHHOH AMapeedl WIH PBOTOH, OCOOEHHO IPH MPUMEHEHHH
OKCAJIMILIaTHHA B KOMOHHAIIHU C (hTOPYPaALIMIIOM.

B ciyyae peakuuu Ha OKCAIHIUIATHH, MOJOOHON aHaduIaKkTHYeCKOH, HHQPY3HIO CleAyeT
HEMEUICHHO TpepBaTh M HA3HAYHTh COOTBETCTBYIOIIEE CHMIITOMAaTHYECKOE JICYECHHE.
JanbHelinlee MpHMEHEHHE OKCAIMIUIATHHA B CIIy4Yac pa3sBUTHA aUICPIHMYECKHUX PeaKIHH
NPOTHBOMOKA3aHO.

B cny4ae 3kcrpaBazauuu HHPY3UIO CIEAYET HEMEIUIEHHO NPEKPATUTh U HAa4aTh MECTHOE
cumnroMatudeckoe jedeHue. OcTaBIIYIOCS O3y Ipenapara CleAyeT BBECTH B APYIyIO
BEHY.

[Ipx Kcnonp30BaHUHM OKCAIMIUIATHHA IOJDKHBI COOMIONATHCS BCE OOBIYHBIE WHCTPYKLHH,
NpUHATBEIE I8 paboTel C LUTOTOKCHYECKMMH mpenaparam. Ilpm nonaganuu
OKC&IUIUIaTHHA Ha KOXY HIIH CIIH3UCTHIE 00OJIOUKH, UX CIIELYET HEMEUIEHHO U TLIATEIbHO
NPOMBITH BOIOH.

B ciyuae nonaganus mpenaparta B rijia3a UX HEOOXOAMMO HEMEIUIEHHO ITPOMBITH OGOJIBIIHM
KOJINYECTBOM BOJBI UJIM PACTBOpA XJIOPUAA Haipua.

B cnydae BOpIXaHHs TpenapaTa WM IONAJaHHSA €0 B POT HEOOXONHMO HEMEMJIEHHO
oOpaTuThCH K Bpadgy.

B cBsI3H ¢ OrpaHMYEHHOCTHIO JAHHBIX B OTHOILCHHH 6€30MacHOCTH IPUMEHEHHUS Mpemnapara
y TALHEHTOB C THKEIOW CTENEeHbI0 HapymieHHs GYHKUWH MOYEK, PEKOMEHJOBaHO Iepen
IpUMEHEHHEM [perapara TIIATeIbHO COOTHECTH PUCK M mons3y. Heobxomumo cTporo
KOHTPOJHPOBATh QYHKIHIO MOYEK, U NEPBOHAYAIbHAA 034 OKCAIUIUIaTHHA Y NALHEHTOB €
TSDKEJIBIMH HapyIIEHUSIMH (DYHKIIUH [TOYEK JO/DKHA COCTABIATE 65 Mr/m.

[Tpu nMpHMeHEHHH OKCAIMIUIATHHA COOOIIANOCH O CIyYasX Pa3sBHTHS HIUEMHH KHIIECYHHKA,
BKJIIOYas JIeTAIbHBIE MCXOABl. B ciydae pa3BUTHS HMIUEMHH KHUIUCYHHKA CIEAYET
NpPEKPaTHTh [PUMEHEHHE OKCAIMIUIATHHA H [POBECTH COOTBETCTBYIOIIME JIe4EOHBIE

MEPOTIPUSATHUS.
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Ecnu okcanunnaruH komMOuHHpYeTCs ¢ ¢GropypauunoM (c KaJ'IbIJ_]III/]IS; 0%31171451{%&1\421?1911741 %e3

HEro), Npd pa3sBUTHH TOKCHYHOCTH, CBA3aHHOM C (TopypaimioM, C@J{e%%@BAEIQMeHﬂTL

OOBIYHYIO B 3THX CIIy9asX KOPPEKIHIO O35l PTOpypalmia.

[TauueHTH! DOMKHBI OBITH MOAPOOHO NPOMHYOPMUPOBAHBI O BO3MOXHOCTH pa3BHUTHS
IUapeu/pBOTHI U HEHTPONEHHH IOC/IE NPUMEHEHHUS OKCANUIUIATHHA B KOMOWHALMH C
bTOpypanMioM ¢ peKOMEHAAllHeld MpH HX MOSBICHHH HEMEIUIEHHO OOpATHTHCS K CBOEMY
neqameMy Bpady Ui CPOYHOTO MONTYYEHHS HEOOXOJUMOro JIEYEHHS HO MOBOAY Pa3BUTHSA
yKa3aHHBIX CHMIITOMOB.

[Ipu3HakaMu ¥ CHMIITOMaMH CHHIpOMa 3aJHeHd oOpaTHMOW JeHKosHUedanonaTud MOryT
6bITh ronoBHas Ooyib, HapyIIEHHE YMCTBEHHBIX CIIOCOOHOCTEH, CyIOpOTH, HapyIIECHHS
3peHUs (OT pacIUIBIBYATOCTH H300paKeHHSA OO CJIEMOTHI), COYETAIOMHECS HIIM HET C
NOBBIIIECHUEM AapTEPUAIFHOTO JaBiieHHWs. JlHarHo3 CcHHApoMa 3agHedl oOpaTHMOi
NeHKo3HUeGaNoNaTHd MOATBEPXKIAETC C IMOMOLIBK) MAarHHTHO-PE30HAHCHON MM
KOMIIBIOTEPHON TOMOrpad MK roJIOBHOIO MO3ra.

Ilpp npuUMEHEHHH OKCATMIUVIATHHA COOOIIANOCH O CiydasX pasBHTHH CHHAPOMA
AUCCEMUHUPOBAHHOIO BHYTPHCOCYAHMCTOIO CBEPTHIBAHMS KPOBH, BKJIIOYAS JI€TaJIbHbIE
ucxonpl. IIpw pa3sBUTHHM [aHHOTO COCTOSHHMSA CHEAYET TPEKPAaTHTh IPHMEHEHHE
OKCAJIMILJIaTHHA ¥ TIPOBECTH COOTBETCTBYIOMIKE JIEYEOHBIE MEPOTIPHSATHS.
['eMOMUTHKO-ypeMHYECKHHA CHHAPOM SABIIAETCA JKU3HEYTPOXKAIOIINUM MOO0YHEIM 3 deKToM.
[IppMeHEHHE OKCaIMIUTATHHA JO/DKHO OBITH IpeKpamieHO MpH MOSBJIEHHH MEepPBhIX
CHMIITOMOB MMKDOAHTMONATHYECKOH TIEeMOJIMTHYECKOH aHEeMHM, TakHMX Kak ObIcTpoe
CHI)KCHHE remMorjiobMHa C  CONYTCTBYIOIIEH  TpPOMOOLIMTONEHHEH, IOBBIIIEHHE
KOHIIEHTpaUHH  OunupyOuHa, KpEaTHHHHA, a30Ta  MOYEBHMHBI,  AKTHBHOCTH
nakrataerungporenassl (JIAI) B ceiBopoTke kpoBH. PasBuBaroniasics mpu 3TOM MOYedHas
HEJOCTaTOYHOCTh MOXET OBITh HEOOpaTHMOH IOCNE MpeKpallleHHs TepalmuH H MOXeT
notpe6oBaTh MPUMEHEHHE JHATH3A.

B cnydae oTkioHeHHS OT HOpMBI JIAOOPAaTOpHBIX IMOKa3arened (GYHKUWH IEYEHH WM
pa3sBHTHSI MOPTAIBHOH T'HIEPTEH3HH, HE ABISIOIIUXCS CIEJCTBHEM HAIHYHS METACTa30B B
NeYeHu, clefyer obcnenoBaTh NAllMEHTAa Ha IPEAMET OYEHb PENKO BCTPEYAOMIErocs
MOPaKEHHUS NIEYEHOYHBIX COCYOB, BHI3BIBAEMOI0 OKCAIIUIIIATHHOM.

IIpn npuMeHeHHH OKCANUIIATHHA BO3MOXKHO pa3BUTHE YHIHHeHHs uHTepBasia QT, xoTtopoe
MOXET IPUBECTH K BO3HHKHOBEHHIO TSKENBIX JKEIyNOYKOBBIX AapUTMHH, BKIIOYAs
XETYAOYKOBYIO TaXWUKApAHIO THIIA «IHPY3T», BO3MOXHO C JETAIBHBIM HCXOOAOM. Y
NALMEHTOB, B aHAMHE3€ KOTOPBIX, OTMEYAIOCh yuIMHeHHe HHTepBaia QT, iy nanueHTos ¢

NpeapacnolaraloiuMi pakropamu K ymidHeHuio uHTepBana QT okcaaumnatuH cnemyer
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e Jlpy nNpUMEHEHMH OKCAIMNNATHHAa OTMEYAJOCh pa3BUTHE paOAOVMHOIU3A, | (BKIIOYAS

s

JeTaIbHBIE HCXOABl. B ciydae mosBieHus 601H B MBIIULAX ¥ OTEYHOCTH B COUETAHHH CO
caboCThIO, TUXOPAAKON HITH MOTEMHEHHEM MOYH, JIEYEHHE OKCATMIUIATHHOM JOJDKHO OBITH
npekpaieso. Ecnu auarso3 pabnoMuonm3a NOATBEPAHMIICS, TO AOJDKHBI OBITH IPOBEJCHBI
COOTBETCTBYIOIIHKE jieueOHbIE MEPOTIPHATHS.

e Ilpu mMpUMEeHEHHH OKCAUIUIATHHA BO3MOXXHO Pa3BUTHE SI3BBI IBEHAALIATHIIEPCTHON KMILKH
H €€ MNOTEHIHAIbHEIX OCIIOXHEHHMH, TaKMX KaK S3BEHHOE KpOBOTeUeHHE H mnepdopaius
%3Bbl, KOTOPBIE MOTYT OBITH JIETATBHBIMH. B ciiy4ae pa3BUTHs S3BBI ABEHALIATHIICPCTHOM
KALIKH JICYEHHE OKCATHIIATUHOM HEOOXOMUMO NMPEKPATHTh M JOJDKHBI OBITH IPOBEACHBI
COOTBETCTBYIOIIUE JIeUeOHbIE MEPOTIPHATHUS.

e [lpu npuMeHEeHHH OKCATHIUIATHHA COOOIIANIOCHh O CiydasX CENCHCA, HEMTPONEHHYECKOro
CeTCHUCa, CENTHYECKOM ILOKE.

e Ilpenapar Henb3s BBOOMTH BHYTPHOPIONIMHHO, TaK KakK IIpH BBEACHHH MOXET Pa3BUTHCA
KPOBOTEYEHHE B OPIONIHYIO MOJIOCTb.

BiiusiHMe Ha CMOCOOHOCTH YNPABJIATH TPAHCIIOPTHLIMH CPEACTBAMH H MEXaHH3IMAMH

Y4uThIBas, 4TO NPH NPMMEHEHHH OKCATHIUIATHHA Y 60JBHBIX MOTYT Pa3BUTHCS TOILHOTA, PBOTA,

rOJIOBOKpPY)XEHHE M APYTHE HEBPOJOTHYECKHE CHMIITOMBI, BIHMAIONME Ha 00Iee COCTOSHHE, OT

BOXJICHHUS aBTOMOOMJISE M paboThl C OPyrMMH MEXaHH3MaMH Ha 3TOT MEPHOJ PEKOMEHAYETCS

BO3/I€PXKAThCA.

®opma BbITyCKa

Konyenmpam ons npuzomoenenus pacmeopa ons un@yaui 5 me/mn

Mo 10 M, 20 M1 unu 40 Mn Bo ¢UIakoH, YKYNIOpPeHHBIH pobkoi u3 6poMOYyTHIIOBOro Kaydyka

noa OOKAaTKy allOMMHHEBBIM KOJIAYKOM WIM ANIOMHHHEBBIM KOJIA4YKOM C [IaCTMacCcOBOH

BCTaBKOH.

[To 1 ¢makoHy ¢ mpenapaToM BMeCTe C HHCTPYKHHEH O IPUMEHEHUIO IOMEUIAIOT B KAPTOHHYIO

AayKy. |

Cpok roanocru

2 rona.

He npuMeHATH npenapar nocjie HCTeYeHUs CpoKa FOJAHOCTH, YKa3aHHOTO Ha YIIaKOBKe.

YcnoBus XxpaHeHHA

B 3anmmnieHHOM OT cBeTa MecTe MpH Temreparype He Beiuie 25 °C.

XpaHUTH B HEAOCTYITHOM VIS AEeTeH MecTe!
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OTnyck M3 anTex l MHUH3APAB POCCHH
! COTACOBAHO

HpOHZ}BOJIHTeJlI: / Opraﬂmaum], NpHHHMAKIafA NPETCH3HH

®umuan «Haykonpodpu» ®I'BY «POHLl um. H.H. Bnoxuna» Munsapasa Poccum, Poccus,
115478, r. Mocksa, Kamupckoe mocce, . 24, ctp.18
ten./daxc: (499) 324-14-34
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Munspapasa Poccun

e.@eu'.\e “Pocars

¢ e P

N \m\uﬂ 0CCyy,

G CiTen0i0 157

ML I
wern

Cr
i
licy, q"/:,‘
Y

“s

NG
XN % ng C.B.Komnauesckast

D
?%"00

APCIEe NG
°::wmctepcrga %,

M3 PO
SKCIEPTHBIN OTYET E

TEMCTBUTEJIEH UL JAHHO!
BEPCHM-JOKYMEHTA
0000000004

OIBY

94697




MUHUCTEPCTBO 3IPABOOXPAHEHWS PQ@G@G&@#@E&E—%

MHH31PAB POCCHH

AN-003358- 211117
NMHCTPYKLIMAA COTACOBAHO
MO NPHMEHEHHIO JIEKAPCTBEHHOTO Nperapara sl MEXAAICKOTO TTPHMENeHHsT

®
Oxkcanuniiatun-POHIL
KOHUEHTPAT JUIS MPUTOTOBIICHUS pacTBOpa It HHPY3UH S MI/MI

PI'bY «POHLL um. H.H. broxuna» Munsnpasa Poccun, Poccus

NUsmenenue No 1

Jlata BHeceHus M3meHeHUs «

29 ¢4 \ 9

» Lo B B | {

20 r.

Crapas pexakuusi

HoBas pejiakuus

®opma BbINyCcKa

Konyenmpam ona npucomoenenus pacmeopa
onst ungpysuit 5 me/mn

[To 10 M, 20 ma umu 40 mu Bo uiakos,
YKYNOpeHHbli mpoOkoit u3 6pomMOyTHIOBOTO
Kaydyyka 1noji  oOKaTky
KOJITAYKOM MJIM QJIFOMUHHEBBIM KOJIITAYKOM C
[JJACTMACCOBOM BCTABKOM.

AJTIOMHHHECBBIM

ITo 1 d¢uakoHy c mnpenmapatoM BM™mecTe ¢
HHCTPYKILICH MO NPHMEHEHHIO MOMENIAT B
KapTOHHYIO MaYKy.

IIpoussoresn

Ounman «Haykonpopu» GI'BY «POHI um.
H.H. broxuia» Munzapasa Poccun,
115478, Poccus, r. Mocksa, Kamunpcekoe
mocce, j1. 24. ctp.18

ten./dakc: (499) 324-14-34

Opranmsany s, IPUHHEMAOIIAS NPETEeH3H I
Oumman «Havkonpodpu» ®I'BY «POHII nwm.
H.H. baoxuna» Munzapasa Poccun,

115478, Poccus, r. Mocksa, Kammpckoe

®opma BbINyCcKa

Konyenmpam ona  npucomosienus pacmeopa
Onst ungpysuu 5 me/mn

[To 10 mut, 20 mut, 30 mut uim 40 M Bo ¢uiakoH,
YKYNOpeHHBIH MNpoOKoii 3 OpoMOyTHIOBOrO
Kayuyyka  TOJ
KOJIMAYKOM WJIH QJIIOMHUHHUEBLIM KOJIIAYKOM €
[1JJACTMACCOBOW BCTABKOII.

[lTo 1 dnakoHy ¢ npenapatoM BMeCTe ¢
MHCTPYKLHEH MO NPUMEHEHHIO [OMENaloT B
KapTOHHYIO MMauKy.

06Ka’l‘K}’ AJITFOMUHHCBBIM

IlponsBoaurens

OI'BY «POHIL um. H.H. broxuna» Mun3zapasa
Poccun

Opranu3anusi, IPHHEMAKO A [IPEeTeH3HH
DI'BY «POHLL um. H.H. broxuna» Munsapasa
Poccuu

115478, Poccus, r. Mocksa, Kam pckoe mocce,
1. 24, cp. 18, dumman «Haykonpodu» ®I'BY
«POHIL] um. H.H. brnoxuna» Mun3ipasa

Poccun




Usmenenune Ne 1 k UMI1

Crapasi pexaxiuisi

Hosas perakuus

moccee, 1. 24, ctp. 18
ten./daxc: (499) 324-14-34

ten./pakc: (499) 324-14-34

Jpekrop ¢uinana  «Haykonpogur——_
OI'BY «POHI] um. H.H. brioxwmi a» st 2 v 0/)

\ \
v \ \
"7
{

C.B. Komnauesckas




MHH3IPAB POCGHA , _ o
N-005758~ =" ° 18
MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUNCKOU OEIEPALIMN
COT TACOBAHO

v v p—

NMHCTPYKILIMSI
110 MPUMEHEHHUIO JIEKAPCTBEHHOIO rpenapara /Ui MeAUMLUHCKOr0 [IPUMEHEHUS

OKca.nun.naTuu—P()Hll@
KOHIEHTPAT JUIsi [IPUTOTOBIICHHUS] PACTBOPA JUIsl UH(PY3UI S MI/Mil

OI'bY "HMMUL] onkonorun um. H.H. binoxuna" Munsapasa Pocenn, Poccus

N3menenue Ne 2
170218

JlaTa BHecenus M3menenus «  » 20

Crapas peaakuus Hosasi pepakiusi

IIpoussoaure/n IIpoussoauren
OI'bY  «POHI[ wum. HH. bBnoxuna» | ®I'bY "HMMUIl onxomornmn um. H.H.
[ Munsapasa Poccun broxuna" Munsapasa Poccuu

O[)l"(\llll'iilllllil, HPHHHMAIOHAas NPpeTeH3nn

OIBY  «POHLl wum. HH.  Bbuoxuuar | PI'BY  "HMHUILL  onkomorun  wum.  H.H. |

’ Oprzuuuamm, HPHHUMAIOULast NPpeTeH3uu

Mumnspasa Poccun biioxuna" Munspasa Poccunn,

115478, Poccus, r. Mocksa, Kammupcekoe | 115478, Poceust, r. Mocksa, Kammpckoe
wocce, 1. 24, crp. 18, ¢puman «Hayxonpoduy | wocee, 1. 24, crp. 18, umaan "Haykornpodu"
®I'BY  «POHLl wm. HH. Broxuna» | ®I'BY  "HMUIL  onkomormn um.  H.H.
Munsspasa Poccnu ‘ baoxuna" Munspasa Poceun., E
Tesr./daxce: (499) 324-14-34 J tesr/axc: (499) 324-14-34 - ]'

Hauanpauk otaena perucrpaunu JIC
¢uimazia "Haykonpogpn"

OI'bY "HMUWMIL oHkonoruu um.
H.H. broxuna" Munspasa Pocc

ey,

~Bea,

™

R
/‘

I.10. Ecbkuna

o
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MUHUCTEPCTBO 3IPABOOXPAHEHUS POCCUMCKOW ®EJEPALIMA

MHCTPYKIIWA
110 MEJULIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPETIAPATA

Oxkcasnmiaarua-POHII®
KOHIIEHTPAT JUIs TIPUrOTOBJIEHUs PacTBOpa 1k MHQY3HH, 5 Mr/Mi

®I'BY "HMULI onxonoruu um. H.H. broxuna" Munsapasa Poccuu, Pocenst

Usmenenue Ne 3

JlaTa BHECEHHUS UBMEHEHUS «

01219
» 13141 20 T.

Crapas pegakuus

HoBasi pepakuus

MHCTPVYKILNA
110 IPUMEHEHHIO JIEKapCTBEHHOI O Mperapara
JUISL MEIMIIUHCKOTO IPUMEHEHH S

Oxcamumiatun-POHI®
(Oxaliplatin-RONC®)

MHCTPYKLIMA
[10 MEJJMLIUHCKOMY ITPUMEHEHHIO
JIEKAPCTBEHHOI'O ITPETIAPATA

OKcannmlaTnH-POH[I®

BeromoraTe/ibHbIe BEIIECTBa:
71aKTo3bl MOHOTHApAT 45,0Mr
BOJIA JUIS MHBEKIUH  J10 1 M

Toprosoe Ha3BaHHeE npenapara: | ToproBoe  HauMeHOBaHHWe  Npenapara:
Oxcanunnamﬂ-POHI_[® OKcaJmnnamH-POHLI®
Me:xayHapoaHoe HenaTeHToBaHHOe | MeKIyHapoaHoe HEeNnaTeHTOBAHHOE
Ha3zBaHue: okcaauiatiH (oxaliplatin) HAHMMEHOBAHHE: OKCATUIUIATHH
Cocras: Cocras:
1 MJI KOHLIEHTpaTa COJEPKHUT: 1 MJI KOHIIEHTpATa COAEPIKHUT:
AKTHBHOE BEIIIECTBO: oelicmgyloujee 6euecmeo.
OKCAJIMIIATUH 5,0 Mr OKCAJIHUILIATHH 5,0 Mr

6CNOMO2AMeENbHbIE BeUeCmB8a.
aKTO3bl MOHOTHApAT 45,0Mr
BOJIA JUIs MHBEKIMHA 110 1 M

Cpoxk rognocTa
2 roza.

He IIPUMEHATH IIpenapar II0CJIC HUCTCUCHHA

CpOKa ro{HOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

Cpok roaHocTa
3 rona.
He npuMeHsTH Ipenapar 1o UCTe4YeHHH CpoKa

rOJHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.




Usmenenue Ne 3 k UIMIT JIT1-003758-270716 C.2
Crapas peJaKuus , Hosas pepakuus
OTnyck U3 anrTek YcioBus oTIyCKa
ITo peuenty OTIycKaloT 10 PeHenTy
IIpousBoauTeb [IpousBoauTENH
®OI'BY "HMMUIL[ ouxonoruu um. H.H.|®IbY "HMUL] onxonoruu uM. H.H.

brnoxuna" Munzapasa Poccuu

Opraumauna, NpUHUMaKIas NPEeTCH3HH

®I'BY "HMMUI] onkomoruu um. H.H.
Bioxuna" Mun3zzapasa Poccuu,
115478, Poccus, r. Mocksa, Kammpckoe

mocce, 1. 24, crp. 18, gumman "Haykonpodu"

®I'BY "HMMUIL] onkomorun um. H.H.

Biioxuna" Mun3zapasa Poccuu,

tein./dakc: (499) 324-14-34

Bioxuna" Mun3sapasa Poccun, Pocens

r. Mocksa, Kamupckoe mocce, 1. 24, ctp. 18,
¢duman  "Haykonmpodu" OI'BY "HMMUL]
onkonoruu uMm. H.H. Broxuna" Munsapasa

Poccuu, Poccust

Buaajaesnen perucTpanuoHHOr0
YA0CTOBEPEHUsI
®I'BY "HMMUI] omkomorms um. H.H.

Broxuna" Munszapasa Poccuu, Poccust

115478, Poccus, r. Mockspa, Kammpckoe
mioccee, 1. 24

Opranuszanusi, NPHHAMAKOMAs TNpETEH3HH
ot norpeduTeIe
®I'syY "HMMUIL]
Brnoxuna" Munszapasa Poccu, Poccus

115478, Poccus, T.

oukoynornu um. H.H.
Mocksa, Kamupckoe
mocce, 1. 24, crp. 18, duman "Haykompodu"
®I'byY "HMMUIL] H.H.
Broxuna" Munszapasa Poccun, Poccust

ten./dakc: (499) 324-14-34

OHKOJIOTHH  HUM.

JlupexTop

dumana "Haykonpodu”

OI'BY "HMMULL OHKOJIOTHH UM.
H.H. Broxuna" Mun3zapasa Poccun

&P
7

C.B. KomaueBckas



