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OBIIASI XAPAKTEPUCTUKA JJEKAPCTBEHHOI'O ITPEITAPATA
(mudopmanms A5 CIENHATHCTOB)

1. HAUMEHOBAHME JJEKAPCTBEHHOI'O ITPEITAPATA
[IUTAPABVH, nmuoduausar 1jis NPUroTOBJICHHS pacTBopa Juis uHbekiuid 100 mr.

MesKayHApoIHOE HENMATEeHTOBAHHOE HAMMEHOBaHue:
Cytarabine.

2. KAYUECTBEHHDBII 1 KOJIAYECTBEHHBII COCTAB

Kax el (priakoH CONEPIKUT AEHCTBYIONIEe BEIecTBO: uTapabun — 100 mr.
[ToHBIIH CIIHCOK BCIIOMOTaTEIbHBIX BEIIECTB CM. B pasjele 6.1.

3. JEKAPCTBEHHASA ®OPMA

JInounu3aT /i NPUTOTOBIICHHS pacTBOpa [ uHbeKmid 100 mr.
I[TopucTas Macca GeJoro 1BeTa, yINIOTHEHHAs B Ta0JIETKY.

4. KINHUYECKHUE JAHHBIE

4.1 IMoxazaHus K MPUMEHEHHIO
e JIOCTIIKEHME M TOJUIEP)KAHHE PEMHCCHH IIPH OCTPBIX HEMMM(OOIACTHBIX JIEHKO3aX y
B3POCIIBIX U JIETEH.
o JleyeHne APYIMX BHIOB JIEHKO30B, TAaKHX KaK OCTPBIA JIMMGOLUTAPHBIN JIEHKO3,
XPOHHYECKHH MUET00IacTHEII Jieiiko3 (6acTHBIH KpH3).
e IIpoduimakThka WIH JIEYEHHE JIEMKO3HOTO MEHMHIHTa HWHTpPATEKalbHO B BHIC
MOHOTEpAIUH WX B KOMOMHAIMH C JPYTHMH Ipernaparamu (MeToTpeKcar, THJIPOKOPTU30H).
e KowmmiekcHoe JieueHue HEXODKKUHCKUX TuMQpoM (BBICOKOH CTETICHU
3JI0KAYECTBEHHOCTH) Y B3POCIIBIX.
I{uTapabuH MpUMEHsIETCsT OTACIBHO MM B KOMOMHAIMU C APYTHMH IIPOTHBOOIYXOJICBBIMH
npernapaTam.
Jlo Hayaga IpOBEJEHHS JIeYEHHs Bpady CIeayeT OOpaTHThCs K  COBPEMEHHBIM
PEKOMEHIAIMSAM, UMEIOIIUMCS B JIMTEPATYpe U ACHCTBYIOIMM IIPOTOKOJIAM JICUCHHS.

4.2 Pe:xuM N03HPOBAHMS M CII0CO0 NMPHMEHEHHS
B3pocnvie
1.  Hnoyxyus pemuccuu
a) /[numenvroe npumenenue
PexoMeHTyeMas CyTOYHast 103a COCTAaBJIAET 2 MI/KT Macchl Teja B CyTKU B TEYEHUE 10 muei.
KoJMuecTBEHHbI aHAM3 KPOBH CIIEIyeT IPOBOIUTE exeaneBHo. [locne 10 gueit Tepanuu B
cJTydae OTCYTCTBUsI TEPANeBTHYECKOro d(pdeKTa ¥ MOSBICHUS IPH3HAKOB TOKCHIHOCTH 103y
MO’KHO YBEJTHYHTH 10 4 MI/KT Macchl Tela B CyTKH. lIpuMeHenue TaKOW JIO3BI MOXKHO
IPOJIOIKATH 710 TIOSIBIICHUs TEPareBTHYECKOTO OTBETa HIJIM NPU3HAKOB TOKCHYIHOCTH. B
YCIOBUSIX TIPUMEHECHHS BBIIIETIPUBEJCHHON 03Bl TOKCHYECKHUE CHMIITOMEI HaOJTFOIar0TCs
[IOYTH y BCEX NAIMEeHTOB. B KadecTBe ampTepHaTHBbI 103y 0,5-1 MI/KI' MacChl Tejla B CYTKH
MOYHO BBOJMTPH IyTeM HH(]y3uu B Teuenue 1-24 gacos B Teuenue 10 gHEH, a 3aTeM 103y
MOYKHO YBEJIMYHUTH JI0 2 MI/KT MAacChl Tea B CYyTKH M IIPHMEHATH 10 TOSBJICHHS MPU3HAKOB
TOKCHYHOCTH MJIM JIO JIOCTIDKEHHMS! peMuccuu. Pe3ynbraTel HH(QY3Hii B TEYCHHE OJIHOTO vaca
OBLIH YIOBJIETBOPUTEIFHBIMU Y OOJBIIHHCTBA TAIIUEHTOB.
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[[utapaOuH BBOAST BHYTPHBEHHO B TEUEHHUE 5 JIHEH MOJPST B 033X 3-5 MI/KI MAcchl Téfa B
cyTku. JleueHne MOBTOPSIOT TOCJE MepepbiBa, ansmerocs oT 2 a0 9 jaueil. Takoi pexum
JedeHus CleQyeT MpPOJO0JDKATh 10 IOSBICHHs IPU3HAKOB TOKCHYHOCTH HIIM JOCTHIKCHHS
PEMUCCHU.

[TosiBIeH¥e PU3HAKOB BOCCTAHOBJIEHHsI KOCTHOIO MO3Ta MOXHO OXKMJATh uepes 7-64 jueit
(B cpemnem 28 nmeit). CraHIapTHYIO 103y MOXHO IIOCTCIIEHHO YBEIHYHTb, €CIIM HET
NPU3HAKOB TOKCHYHOCTH U HE HAOIIONAETCs PEMMCCHs B YCIIOBHSX CTAH/IAPTHOTO PEKMMa
JTIO3UPOBAHMUSL.

B kadecTBe MOHOTEpANUM Ui WHIYKIHH PEMUCCHH y MAIEHTOB C OCTPBLIM JICHKO30M
urapabun BBoqIM B J103e 200 MI/M’ IIyTeM HEIpephIBHON BHYTpHBEHHOW HH(Y3UH B
TeYeHHUEe TSATH JTHEW ¢ HHTEPBAJIOM IIPUMEPHO B 2 HEJIEIIH.

2. Iloooepaicusaiowyas mepanusi

Pemuccuio, KoTopas ObUla JOCTUTHYTa C NpuMeHeHHeM Ilurapabuna w/wimm Apyrux
JIEKApCTBEHHBIX TIPENapaToB, MOXXHO MOANEPKHBATh, MPUMEHssS 1-2 BHYTPHBCHHBIX MWIIH
MOJKOXKHBIX BBeieHus [{uTapabrHa B HEEIO B 03¢ 1 MI/KI Macchl Tela.

3. Humpamekanvroe npumeHenue npu J1eUKO3HbIX MEHUHSUMAX

[Tpumenenue mpemnapara [lurapabun B BHJIE MOHOT 2pamm TyTeM HHTPATEKaNbHOTO
BBEJICHUS WM B KOMOMHANuM ¢ MetorpekcaToM (15 Mr/m°) u ruppoxoptuzonom (15 Mr/M )
3aBHCHT OT KOHKpETHOTro ciydasi (oxaibHOe IOpaXKeHHE LEHTPAIbHOW HEPBHOW CHCTEMBI
IpH JeKo3e MOKET He OTBeYaTh Ha HHTpaTeKaabHOE JeueHue [lurapaGuHOM, MO3TOMY
IpHMEHEHHE JTy4eBO TepanuH siBisieTcs Oolee 1enecoo0pasHbMm).

Jlo3bl 1uTapabuHa, IpPUMEHSIEMBIE npn MOHOTEpanuy ¢ HHTPATeKaNbHAIM BBEJICHUEM,

HaXOJITCS B Ipenenax oT 5 10 75 Mr/m® 1 06b1aHO cocTaBisioT 30 Mr/M” 3 pasa B HeJIENIO,

[IOKa TIOKAa3aTeld CIHMHHOMO3IOBOM JKHIKOCTH HE JOCTUTHYT HOPMBI (C HOCIEAYHOLIIUM
JIOTIOJTHUTEJIEHBIM JICUCHHEM).

Jlo3upOBKa 3aBHCHT OT THIIA M TSDKECTH HEBPOJIOIMYECKON CHMITOMATHKH, @ TaKXe OT
3¢ (PEKTUBHOCTH MPEALIECTBYIOIIEN TePATTHH.

4. Jleuenue 8bicOKUMU 003AMU

[Ipy XUMHEOTEpamMy BHICOKUMHE J1o3amu Llutapabun BBOAAT U3 pacyera 2-3 r/M TOBEPXHOCTH
TeJa myTeM HHQY3MH IPOI0JDKATENLHOCTEIO 1-3 yaca Kaxipie 12 acoB B TedeHue 1-6 HeH.

He crietyeT mpeBbINIaTh OO0 TepaeBTHIECKYIO 103y 36 /M.

XUMHOTepanus BHICOKMMH J03aMH JIOJDKHA TIPOBOJUTECA € 0CO00#H OCTOPOIKHOCTBIO TOJIBKO
MEIUIUHCKUM TIEPCOHATIOM, KOTOPBIH HMEET OIIBIT TAKOIO JICUCHHSL.

CyMMapHasi TIlepeHOCHMasi 71032 MOXKeET OBITh BBILIE, ECIIM TAIMEHTh! nomy4ator [{utapabun
myTeM OBICTPHIX MHBEKIHH, a He MeIIeHHBIX HH(y3uid. HeTKHX KIMHUYIECKUX IPEHMYIICCTB
AF000r0 U3 3THX CIIOCOOOB HE OOHAPYKEHO.

[Ipu TpOBeeHMH JAHHOTO BHJA JICUCHHS, KaK IIPaBHIIO, MCIOJB3YIOTCsS Ooyiee BBICOKHE
KoHIeHTpaiuy LluTapabuna B 0HOIT 103¢ (HaIpUMED, JIEKapCTBEHHBIN IpernapaT [{utapabun
nuodUIM3aT AU MpUroToBieHust pactopa, 1000 Mr Bo puakone).

[Ipu exeaHEBHBIX MH(Y3UH MWIM HHBEKIHUAX IPAKTHYECKH Yy BCEX MAIMEHTOB OTMEYAIOTCS
MHEJIOCYIIPECCHSI, aHEMHsl M TPOMOONHMTONEHHsS. MHUENOCYIPEeccHs HOCHT JABYX(asHbIiH
XapakTep ¢ MaKCHMMaJIbHBIM CHIDKeHHEM Ha 7-9 m 15-24 juu. llosiBieHHE NpH3HAKOB
BOCCTAHOBJICHHS] KOCTHOTO MO3Ta MOJKHO OXHIaTh dyepe3 7-64 (B cpeaeM 28) JIHEH.

Memu

[TepenocuMocCTh GoJiee BBICOKUX /103 ITUTapabuHa y JIeTeH JiydIle, YeM y B3POCIbIX; TaM, I/
yKa3aH JUarna3soH J103, CIeyeT PacCMOTPETh 00JIEE BBICOKHE T03bL.

Hayuenmspi ¢ noueuHol U Ne4eHOUHOU HEOOCMAMOYHOCHbIO

B ciyyae medeHOYHON MM MOYSYHON HEJOCTATOYHOCTH IMTapabuH Cle[yeT HasHadaTh C
OCTOPOKHOCTBIO ¥ B MEHBIIHX J103aX (cM. paszen 4.4).

Ilayuernmesl nodcunozo eospacma

Her maHHBIX O HEOOXOAMMOCTH CHHYKEHHs 03Bl IlalMeHTHI MOXXHUIIOrO BO3pacTa XyXKe

2



0284 B-20 1 Bivuceo rumuons |
TEPEeHOCAT TOKCHUeCKUe M06ouHbe dQ(EKTHI, MOITOMY CIEYeT YCHIUTh KOHTPOIIL 3a, X
COCTOSIHUEM H3-3a BO3MOXKHOTO Pa3BUTHUS JIEHKOIICHUH, TPOMGOIMTOTICHUH 1 AaHEMHH.

IIpu HEOOXOAMMOCTH CIElyeT HA3HAYUThH ITOJJICPXKUBAOIICE JICICHHUE. JleyeHue BBICOKHMHU
J03aMHM TIperapara MaldeHToB B Bo3pacte 0T 60 yer M crapmie Cie/yeT MPOBOAMTE B
YCIIOBUSIX OLEHKH COOTHOIICHHS PHCKA M 0XKHIAEMOMN MOJIB3bL.

Cnoco6 npuMeHeHust

[{uTapabuH MOYKHO BBOHTD ITyTeM HH(Y3HUH UM HHBEKIUH, OIKOKHO UIIN HHTPATCKATLHO.
TTO/IKOXKHO paspelraeTcsi BBOAUTL TOJIBKO PACTBOP JUIA HHBEKUMH C KOHIEHTpauueH
20 mr/mn. CragmapTHas J1o3a Uil IOAKOXHOTO IMPUMEHEHHUS COCTaBJIACT 20-100 mr/m* B
3aBUCUMOCTH OT TOKa3aHUN U peXXUMa JIO3UPOBAHMS.

JI/Is MHTpaTeKANIbHOrO0 BBEJICHHS JIEKAPCTBEHHOIO NperapaTa M IHPU JICYCHAH BBICOKHMH
703aMH, a TaKKe IIpU JICYCeHHH JeTeil 1o 3 Jier, 3ampemiaeTcs HCIOoab30BaTh PaCTBOPEL,
cozepkamye OEH3UIOBBIA CIIHPT.

VugopmMarys 0 IPETOTOBJIEHHU PAcTBOPA [IperapaTa pUBe/eHa B pasjerne 6.6.

4.3 IIpoTuBONOKA3AHMUSA

e  THIEPUYYBCTBUTEIBHOCTH K JEHCTBYIOIIEMY BEIIECTBY  HIIH aroboMy  IpyroMmy
BCIIOMOTATeIbHOMY BEIECTBY, yKa3aHHOMY B pasziene 6.1;

e  amHeMus, JICHKONCHUS ¥ TPOMOOIUTOIICHUS HE3JI0KaYECTBEHHON 3THOJIOTHH (marpumep,
arIasus KOCTHOTO MO3Ta) IPH YCJIOBUH OLIEHKU PUCKA U OJKHUIaeMOIl IIOJIb3bI;

e  JlereHepaTUBHBIE W TOKCHYECKHE OHIE(AIONaThH, O0COOEHHO TIOCJIE HCIOJIb30BAHHMS
METOTpeKcaTa HiIH JIy9eBO#l Teparnu;

e B mepuoj OGEPEMEHHOCTH NPUMEHEHHE NuTapabHHa BO3MOXHO TOJBKO IO CTPOTHM
[OKa3aHWsM ¥ TpH YCJIOBHH, 4YTO OXWjaemas IHOJb3a JUld Marepd IHMPCBBIIACT
OTEHIMATBHBIA pUCK JUIs T1o/a (cM. pasaen 4.6).

4.4. Oco0ble yKa3aHusi H MePbI IPeI0CTOPOKHOCTH NPH NPHMEHEHHH

Ocobvle mepvl besonacHocmu

[lockoNnbKy IUTapabuH 00JIa[aeT TOKCHYECKUMH CBOHCTBAMH, IIPH paboTe C HHM
HE0OXOIMMO COOJIIOATh CIIEIYIONHE PCKOMEHIALUN:

IepCOHAN JIOJKEH 00JIa/aTh HABBIKAMH Pa3BE/CHHS, BBEJICHUS JIEKAPCTBEHHOTO Ipeliapara 1
oOpaleHus ¢ HUM,

GepeMEeHHBIM JKEHIMHAM 3alIpeleHo paboTaTh ¢ JIEKaPCTBEHHBIM MPEIapaToM;

e [epCOHAN JIOJDKEH HOCHTH 3alIUTHYIO OfexkAy (OUKH, MEIMIMHCKHE XallaTel,
OJIHOPA30BbIE EPUATKH ¥ MACKH);

e Ul pa3sBelEHHS DACTBOPA CJEAyeT OTBECTH CICIHANBHBIH y4acTOK (>kenarenbHO C
JIAMHHAPHBIM BO3/LYIIHBIM TTIOTOKOM);

e pabouas TOBEPXHOCTH JOJDKHA OBITH  3alMIIEHA norjomaroneit  Oymaron ¢
IJIACTMACCOBOM OCHOBO#M OJTHOPA30BOr0 MCIIOJIB30BAHU,

e BCe MaTepHaNbl, KOTOPBIC HCIOB30BAIM IPH PA3BEICHUHU, BBEJCHUH JIEKApCTBEHHOTO
nperrapaTa WM yoopke (BKIOUas NEPUaTKH), HEOOXOAMMO YTUIM3HPOBATh B COOTBETCTBHM €
JIEHCTBYIONMMHA TPEOOBAHUAMH;

e mpu clyyaiilHOM INONAJAHAM HA KOy WIM B TJa3a, NOPaXCHHOE MECTO CICAyeT
HEMEJUIEHHO IPOMBITh GOJIBIIMM KOJIMYECTBOM BOZBI, BOJOH € MBUIOM HIH PacTBOPOM
6ukapGoOHaTa HATPHUSA, @ TAKKE 0OPATHTHCS 38 MEANIIHMHCKOH TIOMOILIBIO;

e  DA3NMTHIA PAcTBOP HEOOXOIMMO CMBITH Gy(EpHBIM PacTBOPOM C pH 7-8 (mampumep,
docharro-GyhepHEIM pacTBOPOM).

Tonmpko Bpauw, HMMEIOMIUE OIBIT IPOBEACHHU IIPOTHBOOITYXOJIEBOH Teparnuy, IOIKHBI
Ha3HA4aTh JICKapcTBEHHbIH npermapar Llurapabuu. Ilepenl HasHauCHHEM JICKAPCTBEHHOTO
nperapata  llurapaGus  Bpad  JIOJDKEH — O3HAKOMHTBCA — C  HPHBCACHHBIMH - HIDKC
PEKOMEHIALHSME M IPOBECTH OLEHKY COOTHOIICHHUS MOTEHIMAJILHOMN IOJIB3BI IS MallueHTa
¥ PUCKA Pa3BATHSI TOKCHYECKUX SIBICHUH.



OCHOBHBIM TOKCHUYECKMM 3((eKToM JIEKapCTBEHHOTO IIpelapara dlurapaOus. . ABISETCS
yraeTenne (YHKIHH KOCTHOrOo Mosra. C OCTOPOXHOCTEBIO ‘CllelyeT Ha3HayaTh JICYCHHUC
NalUeHTaM, yXe CTPAJaiolM YTHETEHHEM KOCTHOIO MO3ra, BBI3SBAHHBIM IPEIBIAYIIIM
npuMeHenreM mpenaparos. [TanueHTsl, moryJarmme [{uTapabuH, TOMKHBI HAXOAUTHCS TOJ
CTPOTHM MEJHMIMHCKIM HaOJoJeHieM H B XOJIC MHIAYKIHOHHON Tepanuy JIOJUKHEI
eKEHEBHO CaBaTh aHAIM3BI KPOBM HA JEHKOLMTH ¥ TpomOoumtsl llocne Toro, Kak u3
nepuQepHueckoil KpoBH HCUE3HYT ONacTHbIC KICTKH, CJIEAYeT peryaipHo HpOBOIHTE
HCCIIEZI0BAHUS KOCTHOTO MO3Ta.

B mepuos Tepanuy IAlMEHTBl JOJDKHBI NMPOXOAUTH JIEUCHHE B neueOHOM YUPEKIEHHUH,
MMEIONIEM  CIEIUAbHOE  MEJUIIMHCKOS obopynoBaHue g~ MOHHTOPHPOBAHMSA
[IePEHOCHMOCTH JIEKAPCTBEHHOTO Mperapara W Ui 3alliThl W IOJCPKAHHMS JKIU3HCHHBIX
(yHKIHi y TANKEHTOB, CTPAJAIONUX OT JICKapCTBEHHOH TOKCHYHOCTH (rpaHyJIOLUTONCHHS,
CHIDKEHHE 3alIATHBIX CHJI OPraH3Ma, TeEMOPPArHst X TPOMOOIIMTOIICHIS).

Bo Bpemst jiedeHUs cO00MaNoch 0 BOSHUKHOBEHUH aHa(UIAKTAYECKOH PeaKInu, BO3HUKIICH
HEIIOCPEJCTBEHHO ~ IOCNe  BHYTPUBEHHOIO — BBEICHHS,  KOTOpas — 3aTeM  BbI3bIBAjd
KapIHOITyIbMOHAIBHBIH MOK, TPEOYIOMH peaHnMalnOHHBIX MEPOIPUATHUH.

TTocyie JiedeHus IUTApaGHHOM B SKCIIEPUMEHTATBHBIX J103aX COOOIANOCH O BOSHUKHOBEHUU
TSDKEJIBIX TOKCHUYECKHX pPeaKIuif, HHOTrAa C JIETaJbHBIM HCXOJOM, CO CTOPOHEI IECHTPaAJbHON
neppHoii cucremsl (LTHC), ey 10uHO-KHIIEIHOTO TPAKTA U JIETKHX (oTnMyaromuecs OT TeX,
KOTOpBIE BO3HUKAIOT BO BpeMs MpreMa CTaHIapTHBIX 103 nurapabuna). K Takum peakiusiM
OTHOCATCS: OOpaTHMOE MOBPEXKACHHE POTOBHIBL B OONBIIMHCTBE CIIy4acs obparumeble
HapylIeHus (YHKIMH TOJOBHOTO MO3ra M MO3)KEUKa, B TOM HHC/IC M3MCHCHHUC JMIHOCTH,
COHJIMBOCT M KOMA, KOHBYJIBCHH; SI3BBI JKEIyHOYHO-KHUIIEYHOrO Tpakra ¢ THKEIBIM
TedyeHHeM, B TOM UHCIE KHCTO3HBIH IMHEBMATO3 KHMIIEYHHKA, YTO MPUBOAUT K HMEPUTOHHUTY,
cercuc ¥ abciecc Ne4YeHu; OTEK JIeTKuX.

B penkux cirydasx cooOIagock 0 HEBPOJIOIHYCCKHIX s(pexrax, TAKAX KaK KBaJPUIIEIUA U
Iapaiyy, MPEUMYIECTBEHHO CBS3AHHBIX C HHTPATEKAIBHBIM BBEICHHCM. OT/iebHBIE ClIyYau
GBUTH TAKXKe 3apEerMCTPUPOBAHBI IPH BBEIECHMH BBICOKMX BHYTPHBEHHBIX JI03 BO BPCMi
KOMOMHUPOBAHHBIX PEKMMOB XHMHOTEPAITAH.

C0061mAanoch 0 BO3HUKHOBEHHH OTCPOYEHHOTO MPOrPECCHPYIOMIEro BOCXOAIICIO apanuta,
KOTOPBIif TIPHBOIMIL K JICTATBHOMY HCXOJY, Y JETEH ¢ OCTPHIM MUEIOUHTAPHAIM JICHKO30M
[oclie MHTPAaTeKaIHHOrO BBEJIEHHS UUTapaOMHa B CTaH/APTHRIX /032X B KOMOMHAIUH C
JAPYTEMU IIperapaTamu.

KaHIepOreHHOCTh U MYTareHHOCTh IUTapaduHa OLUIM JI0KA3aHBl B XOJ€ MCCIENOBaHUH Ha
JKUBOTHBIX. 110/106HO€ feiicTBHE HE MOXKET OBITH HCKJIIOYCHO TIPH JUTTEILHOM MPUMEHCHHH
JleKapcTBEHHOTo Tpernapara I{utapabuH y JoeH.

Kak u apyrue IUTOTOKCHYECKHE Iperaparsl, [{uTapaGuH MOJXKET BBI3BATH THIICPYPUKEMUIO
BCJIEICTBHE OBICTPOrO Pa3pylICHHs] HEOIUIACTUYIECKUX KIICTOK. [TosTOMY BO BpeMs JICUCHHS
Clle/lyeT peryispHO IPOBEPATh YPOBEHb MOYCBOH KUCIOTBI B KPOBU M IpH HEOOXOAUMOCTH
Ha3HAYaTh 110 JICPKUBAIOIIYIO TEPAIHIO.

Heo6XO0MMO IPOBOIHMTH MEPHOAMYCCKYIO OUEHKY (GYHKIHMH IOYCK M TCHCHH, 4 TaKXKe
KocTHOrOo Mo3ra. CHIDKEHHeE 103 He TpeOyeTcs y MalleHTOB ¢ HapyICHUEM (GYHKIIH IOYEK.
TTeuenb HEHTpAIM3yeT 3HAUATENHHYIO YacTh IPHHATOH N03bI nurapabuHa. Y HalUeHTOB CO
CHIDKCHHON (DyHKIHEH MeYeHH PEKOMEHYETCs TpPUMCHATH JeKapCTBEHHBIH Ipenapar ¢
OCTOPOXKHOCTBIO, JKENATENHHO B YMEHBIIEHHBIX J03aX. Ecnu B pe3yibTare IOIaBIICHUS
JEATEIFHOCTH KOCTHOIO MO3Ta U3-3a IpUeMa npernapara qucjo TPOMOOIMTOB CTAJI0 MCHBIIE
50000 WM YKCIO TONHMOP(HO-SIEPHBIX TPaHYJIOLUTOB YMCHBIIMIOCH HIKC 1000/,
HEOBXOIAMO PACCMOTPETH BO3MOXHOCTh NIPEPHIBAHUSA MM H3MCHCHUS MPOTpaMMBl JICUEHUS.
KomuuectBo  (OPMEHHBIX — 3JICMEHTOB nepu(epryeckoil  KpOBH MOMKET NpPOAOJDKATH
CHIDKATBCS W TIOCJTE OKOHYAHMS TpUeMa JIeKapCTBEHHOro mperapara ¢ HaWMCHBIINM
sHayeHneM depe3 5-7 mueil. Tepaluio peKOMEHIOBAHO HAYMHATH 3aHOBO IOCIC TOTO, Kak
[OSIBSTCS UeTKUE IPH3HAKM BOCCTAHOBJIEHHS (YHKIMM KOCTHOrO MO3Ta. He crnemyeT »KaaTh
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70 TeX Hop, Moka OyAyT IOJTy4eHBl HOPMAJbHbIE ITOKA3aTelIH SE[(pOBH, HTOOB! BO30OHOBUTE"
tepanuio. Eciy jedeHne He BO300OHOBHTH JO TEX IOp, Kak [IOKA3ATEII “KPOBH-BEPHYTCS- K
HOpMe, 00JIE3Hb MOKET BBIATH U3-TI0J KOHTPOJIS.

C LeNBI0 YMEHBIIEHHS TONHOTE M PBOTHI, BO3HHKAIOIIMX Ha (JOHE OBICTPOro B/B BBENCHHA
OONBIIMX JI03 Iperapara W MPOJOJDKAIOIIMXCS B TCUCHHE HECKOJBKHMX 4YacoB IIOCIC
MHBEKIHH, PEKOMEHIOBAHO BBOJUTH MPENapaT My TeM JUTHTENbHBIX HH]Y3Hit.

[Ipu npumenennn [{urapabuHa B OOBIMHBIX 032X B COYCTAHUM C JPYTMMH IpEerapaTamu
COOBIIATIOCH 0 BO3HHKHOBEHHM OoJiell B XKUBOTE (MIEPUTOHUTE), KOJUTE C IOJIOKUTESIBHOM
peaxiyeit Ha rBassKOBYIO IPOOY U COIMYTCTBYIOMEH HEHTPO- U TPOMOOLUTOIICHUEH, ITPH STOM
y TaI[MEeHTOB HaGIIO[aJICs MOJI0KUTEIbHBIA OTBET HA KOHCEPBATHBHOE JIEUCHUE.

Takxe y manuMeHToB, mojydaomux lLluTapabun B coYeTaHWH C JPYTUMHU IIpenapaTamu,
BO3MOYXHO pa3BUTHE OCTPOr0 MAHKPEaTHTa.

Crexryer m36eraTh OJHOBPEMEHHOIO IEpEHBAHUs IPAHYJNOIMTOB, TAK KaK COOOIIAIOCH O
BO3HUKHOBEHHH TSDKEJION JBIXATENbHON HEJOCTATOYHOCTH.

Venemenue ummynumema/nogoluleHHAs CKIOHHOCMb K UHpeKyusm

BBejieHHE JKUBBIX WM ATTEHYHPOBAHHBIX JKHBBIX BAaKIUH MalMCHTAM, UMMYHUTET KOTOPBIX
ocnabieH BCIIEACTBHE IPUEMa XUMHOTEPAeBTHYECKUX JIEKAPCTBEHHBIX NIPENaparoB, B TOM
yuclte uTapaGiHa, MOXKET MPUBECTH K PA3BHTHIO CEPHE3HBIX MIIM CMEPTENBHBIX HHMEKIMIA.
[TaruenTtaM, KoTopble mony4aroT I{urapabuH, cieayer u3berarh BBEICHUS JKHBBIX BaKIUH.
B03MOXXHO BBEIEHHE MHAKTHBUPOBAHHBIX MM YOWUTBIX BakKIMH, OIHAKO OTBET Ha TaKue
BaKIIMHBI MOYKET OBITH ciadee.

Jleuenue svicoxumu 003amu

VY  B3pOCHLIX MANMEHTOB C OCTPHIM  HEJIUM(ONMTAPHBIM  JICHKO30M  pa3BUIIACH
nepudepuueckas MOTOPHAs M CEHCOpHas HEWpOmarHs IIOCIe KOHCOIMIAIUM BBICOKHMH
JI03aMH IMTapabuHa, TayHOpYOUIMHA U acriaparuHasbl.

[lanueHToB, KOTOphIE IOTYYalOT JIEYeHHE BBICOKHMH JI03aMH JIEKAPCTBECHHOIO Npenapara
I{utapabus, HEOOXOMMMO 00CIIE0BAaTh HA HAIMYME CHMIITOMOB HEHpONATHH, MOCKOJBKY
MOJKET TOTPeGOBaThCS KOPPEKTUPOBKA PEXKHUMA JO3UPOBAHMS BO M30EKaHHE HE0OpaTHMBIX
HEBPOJIOTHUECKHIX HapyIIECHHH.

[Tocie JeyeHus] BHICOKMMH J03aMH, COOOMAIOCh O BO3HHKHOBEHMH TSDKEJBIX HApyIICHHH
(QYHKIMH JIETKUX: OCTPOr0 PECHUPATOPHOTO AUCTPECC-CHHAPOMA (OPJIC) m OsIcTpO
IPOTPECCUPYIOIET0 OTEKA JICTKUX.

Coobmanoch O cilydasX Kap/JHOMHONATHH C  TIOCJIENYIOUeH  CMEpThIO  IOCIe
SKCIIEPHMEHTAIBHOTO TIPUMEHEHUs BBICOKHX J03 IUTapabuna W mukiopocdamuna mepen
nepecajikoif KOCTHOTO MO3ra.

Prck HeWpPOTOKCHYHOCTH YBEIHYMBAETCHA INPH MPUMEHEHHH BBICOKHX 103 nuTapabruHa B
COUYETAHHHU C JIy4EeBOW Tepanueil, WM y NalMeHTOB, KOTOPBIC PAaHEEe MPOXOIUIA JICUCHUC
[THC myTeM HHTpaTeKaIbHON XUMMOTepanuu. IIpd MHTpaTeKalbHOM BBCICHUM, Kak U B
caydyae mOOOro Jpyroro HHTpAaTEKadbHO BBOJMMOrO Ipenapara, CICAyET MPOSBIATE
OCTOPOXKHOCTB, €CIIH JIydeBasl Tepalus IIPOBOJUTCS BO BPEMs JICUCHHs MM IOCIIC JICICHUS,
TaK KaK OGIIENPH3HAHHO, YTO 3TO MOJKET yCyryOHTh TOKCHYHOCTD JIy4eBOM TEpaInH.

Jlemu

BbesomnacHocTh IIPUMCHCHUS IIpenapara y MIJIQICHIIEB HE Ob1Ia YCTaHOBJICHA.

4.5 BzaumopeiicTBHe ¢ /JPYrMMH JIeKAPCTBEHHBIMH NpenapaTaMH W JApyrue BHIBI

B3aHUMO/1eHCTBHSA

CepJieyHbIC TTTUKO3UIBI

AGcopbruust TabJETOK JUTOKCHMHA B OKEJIyJOYHO-KUIIEYHOM TPAaKTe MOXKET OBITH
CYIIIECTBEHHO CHMIKEHa Y NALUEHTOB IPU NMPUMEHEHUN KOMOMHHPOBAHHOH XMMHOTCpAIHH
(BKIIOUAs CXeMbl, CoJepKallue IuTapabuH), BO3MOXHO, B PpE3yNbTaTe BPEMEHHOTO
TIOBPEK/IEHUS CIIM3UCTON 000IOYKH KUIIEYHNKA, BBI3BAHHOTO [UTOCTATHKAMH. VY narueHToB,
HOJIy4aBIIMX OeTa-alleTHIAUTOKCUH M XHUMHOTEPAIHIO, BKIIFOYaBIIYIO ukiodochamu,
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BUHKPUCTHH U MPEJHU30H, HAOI01a/I0Ch 00paTUMOE CHIDKEHHE paBHOBECHON KOHLEHTpalH
JIMTOKCHHA B IIIa3ME€ KPOBU M IOYCUHOM SKCKPELUH TJIMKO3U/a HE3aBHCUMO OT IpHEMa
nuTapabuHa Wik npokap6asuHa. OrpaHHYeHHBIE NaHHBIE CBUJCTEIBCTBYIOT O TOM, HTO
CONTYTCTBYIOIEE BBEJICHHE CXeM KOMOMHHPOBAHHOH XWMHOTEpAlMd, KOTOPbIE YMEHBLIAIOT
BCACBIBAHME JUTOKCHHA, CYIIECTBEHHO HE BIIUSET HA CTENEHb BCACBIBAHMs JUTHTOKCHMHA B
YKEJTyI0YHO-KUIIEIHOM TpakTe. Y CTAaHOBJICHO, YTO KOHIIEHTPAIMK IUTUTOKCHHA B IJIa3Me HE
M3MEHSIOTCSL. VI3MEHEeHHil B PABHOBECHOW KOHIICHTPAIUH JUTMTOKCHHA HE OOHApYMKEHO.
[TosTOMY CllelyeT KOHTPOJIMPOBATH KOHIEHTPAIUIO JUTOKCHHA B I1JIa3Me KPOBM IAllMEHTOB,
KOTOpBIE NIPHMEHSIOT TOJ00HBIE PEXKUMBI KOMOMHHPOBaHHOH xumuorepanuy. HasHaueHue
JUTHTOKCHHA TAKMM NAIlMEHTaM MOKET pacCMaTpUBAThLCs KaK albTePHATHBHOE JICYCHUE.
['eHTaMUIIUH

VccienoBauus in vitro B3aUMOJEHCTBHS MEXIy MeHTAMHIIMHOM M LUTapaOMHOM IMOKa3ain
AHTATOHMCTHYECKOE JelicTBHE LUTapaOWHA HA UYyBCTBUTENIBHOCTh K INTaMMaM OakTepuii
K. pneumoniae. JT0 WCCIeOBaHUE JAeT BO3MOKHOCTb HPEAIONIOKUTE, YTO Yy NAIHEHTOB,
NPUHAMAIOMMX [MTapabWH ¥ TeHTAMULHMH JUId  JledeHus WHQEKIuH, BbI3BaHHBIX
K. pneumoniae, OTCYTCTBHE OBICTPOrO TEPaNEeBTHYECKOTO spdexta  MOXKET
CBHJICTEJICTBOBATH O HEOOXOAUMOCTH MOBTOPHOMN OIICHKH aHTHOAKTEPUATIbHON TEPATIHH.
5-OTOPIIMTO3MH: KJIMHUYECKHE JAHHBIC CBUAETEIBCTBYIOT O BO3MOXXHOM CHIKCHHH
s pexTHBHOCTH S-HTOPIUTO3MHA IPU OJHOBPEMEHHOM TPUMEHEHHH ¢ LUTapabHHOM. ITO
MOYET OBITH CBSI3aHO C MOTEHIMAILHO KOHKYPEHTHBIM HHTHOMPOBAHHEM €r0 HaKOIUICHHS.
VIMMYHOCYIIPECCHBHBIE IPENapaThl

BupycHble, OakTepHanbHble, TPHOKOBbIC, MAPAa3UTAPHBIE HIM CAnpO(UTHBIC HHGOEKIHH
JI060i JTIOKAIM3AI[MH MOTYT OBITH CBSI3aHBI C IPUMEHEHHEM IIUTapabuHa B MOHOTEPAIIHH I
B KOMOMHAIMH ¢ IPYTMMH UMMYHOJETIPECCHBHBIMH JIEKAPCTBEHHBIMU IpENIapaTaMu B J103aX,
BIMSIONMMX HA KJIETOUYHBIN HIIH TYMOPAIbHBIA UMMYHHTET. DTH MH(EKIMH MOTYT OBITH KaK
1200 BBIPAXKEHBI, TAK M MOTYT OBITh TSDKEJIBIMU U JIAXKe JICTAIbHBIMH.

MeroTpekcar

dapMaKoJMHAMHYECKOE B3aMMO/ICHCTBIE METOTPEKCaTa U LUTapabuHa MOKET TIPUBO/MTE K
sHIIe(aTIOaTHH.

4.6 ®epTHIBLHOCTH, 6€PEMEHHOCTD H JIAKTAIMS
YK eHIMHBI ¢ JIeTOPOIHBIM IIOTEHIIHATIOM (KOHTPALEIIIUS Y MYXKUUH U KEHIIUH)
My>KuMHaM U JKEHIIUHAM PEIPOyKTHBHOTO BO3pacTa PeKOMEHYETCA JUIS IPCAOTBPAICHUA
BO3HHKHOBEHUSI OEPEMEHHOCTH TPUMEHSTH COOTBETCTBYIONHE CPEACTBA KOHTPACIIVH BO
BpEMsI JICUCHHS] ¥ CIIYCTs 6 MECSIIEB MOCJIE €r0 OKOHYaHHUS.
bepeMeHHOCTD
B  HcceNoBAHMAX HA OKMBOTHBIX I(UTapaOMH TIPOSBISUI  TEPATOTEHHBIE —CBOMCTBA.
[IpuMeHeHHE BO BpeMsl OEpeMEHHOCTH, OCOOEHHO B IIEPBOM TPUMECTPE, HE PEKOMEHAYCTCA.
HazHaueHue nurtapabuHa GEpeMEHHBIM JKEHIIWHAM HIIH JKCHIIMHAM, KOTOPBIC MOryT OBITDH
GepeMeHHBI, BO3MOXKHO TOJBKO IIPH YCIOBHM, YTO OXHIAeMasd Iojb3a Uil MaTepH
TIepeBENMBAET MOTCHIMAIBHBI PUCK JUIS IUIOZA; TO3TOMY B KaXJOM WHIMBHIYaJIbHOM
cllydae JI0JDKHA OBITh MIPOBEICHA TINATEIbHAs OLEHKA.
['pyaHoe BCKapMJIMBaHUE
HewusBecTHO, IONAJAET M MpernapaT B IPyIHOE MOJIOKO, IIOITOMY €ro He CIEAYET MPUMEHSITH
B TIEPUOJT KOPMIICHHUS I'PYIBIO.
DepTUIBLHOCTD
VccienoBaHus PENPOAYKTHBHOM TOKCHYHOCTH IUTApabuHa HE MPOBOAUIHMCE. Y manueHros,
KOTOpBIE JIEYaTcsl UTapabuHOM, OCOOEHHO B COYCTAHHH C AIKMJIMPYIOWIMMH arcHTamH, B
pe3ynbTaTe nojaByeHust GpyHKIUHI MOJIOBBIX JKeJle3 BO3MOXKHO BOSHUKHOBEHHE aMCHOPCH HITH
azoocrepMuH. [IpeIioIoKUTENBHO, ST HEXeNATeIbHbIC SBICHUS UMEIOT 3aBHCHMOCTL OT
70361 M TPOJOJKUTEIBHOCTH JICICHHS, M MOTYT OBITH HEOOpaTUMBIMU. YUHTHIBAst, YTO
nuTapabuH 06/1a/[aeT MyTareHHBIM MOTEHIMATIOM, KOTOPBIH MOXET BBI3BIBATH XPOMOCOMHDIC




IOBPEXK/ICHHS B CIEPMATO30MJAX UEJOBEKA, My)KUMHAM, [POXOIBIIAM  KYPe' TIeUeH s
uTapabuHOM, U HX IapTHEpaM CIeayeT PEeKOMEHI0BaTh HCIIOJB30BATE - Hal@ KHbIH -MeTO7t
KOHTpAIICTIIIMU BO BpeMsI JICUEHHUS U B TeUeHHE 6 MECAILEB I10CIIE JICUCHHS.
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4.7 BiausHue HAa CHOCOOHOCTH YNPABJATHL TPAHCHOPTHBIMH CpPEACTBAMH H pabdoraTh C
MeXaHH3MaMH
[lurapabuH He BIUAET HAa CIIOCOOHOCTH YIPABIATH TPAHCIIOPTHBIMH CPEICTBAMU HIIH
paboTaTh C ApyrdMH aBTOMAaTH3UPOBAHHBIMH CHCTeMaMHu. TeM He MeHee, BO BpeMs JICYCHHUs
uTapabuHOM MOTYT BO3HHMKATh HEXXeJaTelIbHbIE SBICHUS, BIMSIONIME HA CIIOCOOHOCTH
yIpaBJIsITh TPAHCIIOPTHBIMU CPEJCTBaMH M paboTaTh ¢ MexaHu3MaMmH. B Takom cirydae
YIIPaBISTh TPAHCIIOPTHBIMH CPEJICTBAMU MJIM JAPYTMMH aBTOMATH3HPOBAHHBIMH CHCTEMAaMMU
HE PEKOMEHTyeTCsl.

4.8 HexkesaTenbHbIE peakHu
HesxenaTespHBIE peakiuu KIacCH(UIMPOBAHBI IO YaCTOTE CIEIYIOUMM 00pa3oM: OYeHb
gacto (> 1/10), wacro (>1/100 mo <1/10), veuacto (>1/1000 mo <1/100), peaxo (>1/10000 no
<1/1000), ouyenp peaxo (<1/10000), gyacrora Heu3BecTHa (B HACTOSIIEE BpPEMs IaHHBIE O
pacIpoCTPaHEHHOCTH HEXEJIATeNIbHBIX PeaKIUil OTCYTCTBYIOT).
HexenaTenpHble peakidd, BbI3BaHHBIC LUTapabUHOM, 3aBUCAT OT 1036l HawmGonee
pacrpoCTpaHEHHBIMH HEXEIATeIbHBIMI PEAKIHUSIMU SBJISIFOTCS HApyIIEHUS CO CTOPOHBI
KeJTyIOUHO-KUIIIeYHOTo TpakTa. [{utapabuH MMeeT TOKCHYECKOe BO3JEHCTBUE HA KOCTHBIN
MO3T, BBI3BIBAET HAPYIIEHHS CO CTOPOHBI KPOBH.
Hnpexyuu u unsasuu
Heuacmo: cencuc (AMMYHOCYIIPECCHS).
Jlobpokauecmeennvie, 310KAYECMEEHHbIE U HEYMOYHeHHble H08000pazosanus  (8kiiodas
KUCMbL U NOJUNDL)
Heuacmo: nesTuro.
Hapywenus co cmoponst Kposu u 1umpamuyeckoi cucmembl
Yacmo: aneMusi, MErano0J1acTos, JIEHKOIEHUS, TPOMOOITUTOIICHHUS.
Yacmoma Heu3z6ecmHa: PETUKYIIONUTONICHHS, HEUTpOTIeH!sl, GUOpUIIbHAS HEHTPOIIEHHS.
CremneHp TSHKSCTH STHX PEaKIUil 3aBUCUT OT 03Bl U CXEMBI JIEYEHHS.
Hapywenus memabonuszma u numanus
Yacmo: aHOPEKCHS, THUIIEPY PUKEMUSI.
Hapywenus co cmoponbl Hep8Hotl cucmemol
Yacmo: B BBICOKHX J103aX HapylieHHs (QYHKIMHA TOJOBHOIO MO3ra M MO3XKeYKa C
yXyJIIICHUEM YPOBHSI CO3HAHMUS, AU3APTPUS], HUCTArM.
Heyacmo: ronoBHas Oonb, mnepudepudeckas HeWpomaTHs M Iapaimulerds  IIpH
UHTPATEKAIBHOM BBEJICHHUH.
Yacmoma Heu3eecmHa: TOJOBOKPYKEHHE, HEBPUT, HEUPOTOKCHYHOCTH U OOk,
HEHPOTOKCUYECKASI ChHIIIb.
Hapywienus co cmoponwl opeana 3peHus
Yacmo: o6paTUMBI reMOpparnueckuii KOHBIOHKTHBUT (CBETOOOSA3HE, JIKEHHE, HApYIICHUE
3peHHs], YCHJIEHHOE CIE30TeUEHNUE), KEPATHUT.
Yacmoma Heuz8ecMHa: KOHbIOHKTUBHT.
Hapywenus co cmoponwt cepoya
Heuacmo: niepukapaur.
Ouenb pedKo: apuTMus.
Yacmoma HeuzeecmHua: CAHycoBasi OpauKapus.
Hapywenus co cmoponbl OblxamelbHOol CUCeMbl, OP2AH08 2PYOHOU KIemKU, CPeQOCmeHUs
Heuacmo: mHeBMOHUS, OJIBIIIKa, 00JIb B rOpJIe.
JKenyoouno-kuuieynvie HapyuteHus
Yacmo: nucdarusi, 6076 B KUBOTE, TOIIHOTA, PBOTA, AHAPEs, BOCIAIIEHHE UM H3bs3BICHHE
CJIM3MCTOM 00O0JIOUKH ITOJIOCTH PTa WITH aHAIBHOM 001acTH.
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Heuwacmo: s3Ba TAIEBOAa, 330(GaruT, NHEBMATO3 KUINEYHHUKA, HEKPOTHUCCKUMA KOmuT,
IIEPUTOHUT.

Yacmoma Heu3eeCMHA: YKEIyTOUHO-KUIIEUHbIE KDOBOTEUEHHSI.

TomHoTa 1 PBOTA YaIlle BO3HUKAIOT I10CNIE OBICTPOrO0 BHYTPHBEHHOTO BBEICHHS.

Hapyuienus co cmoponbl nedenu u Jcenyeulg00auux nymeu

Yacmo: Hapyuenue (yHKIIUA TIEYSHU ¢ 00PaTUMBIM ITOBBIIIEHUEM aKTHUBHOCTH MMEYEHOTHBIX
(dbepMeHTOB.

Yacmoma nHeuseecmua: TUCHYHKIHS IEUEHH, JKENTyXa.

Hapywenus co cmoponvl k0icu U nOOKOACHbIX MKAHEU

Yacmo: »sputema, OyJUIE3HBIM JepMaTUT, KPAIMBHUIG, BAaCKyJIuT, anomnenus. Hocsr
o0paTUMBIIA XapakxTep.

Heuacmo: u3bs3BIeHUE KOXH, 3y, )Krydast G0JIb B JIAJTOHIX U MOJOMIBAX CTYITHEH.

Ouenb pedko: HEUTPODUIBHBIN SKKPUHHBIA TUAPAJIECHUT.

Yacmoma Heu3eecmHa: ChIllb, BECHYIIIKH, KOXKHBIE T€MOPpPAruu.

Hapyuwienus co cmoponbl Mbluleynoll, CKeiemHnou U coeQUHUMeNbHOU MKany

Heuacmo: vuanrusi, 005U B CycTaBax.

Hapyuwienus co cmoponvl nouex u Moyegbl800auux nymeu

Yacmo: noyeuHasi HEJIOCTaTOYHOCTb, 3aJI€PKKA MOYH.

Yacmoma HeuzsecmHua: HapynieHue GyHKIHUN IOYEK.

Obuwue napywieHus u peaxyuy 8 mecme 66€0eHUs

Yacmo: nuxopajaka, TpoMO0(heOUT B MecTe BBEIEHHs, BOCIAIEHHE ITOJIKOXHON KUPOBOH
KJIETYATKH (LIEJUTIOJIUT) B MECTE BBEJICHHU.

Yacmoma Heussecmua: pasIpaKeHue WM BocHaleHHe (HHGEKIMOHHBIA MPOIECC) B MECTE
HHBEKIHHN, OOJIb B TPYM ¥ KPOBOTOYUBOCTE CIIU3HCTHIX 000IOYEK.

Llumapabunogwlii cunopom:

[{uTapabHHOBEIA CHHIPOM XapaKTepU3yeTCs JIHMXOPaJKo#, muanruen, OONpi0 B KOCTX,
m3pefika  OONBIO B TPYAHOM  KIETKe, 9K3aHTEMOW, MAaKyJONAIyJIe3HOH  CBINBIO,
KOHBIOHKTHBUTOM, TOIIHOTOH M o0meil crnaboctpio. OOBIMHO OH HaOMIOMAeTCs depes
6-12 yacoB Tmocie TPUMEHEHHMs JIeKapCTBEHHOro Ipemapara. JlokasaHa 5(p(EeKTHBHOCTD
KOPTHKOCTEPOUJIOB JUIs JiedeHus W MPOGUIAKTHKH 5TOro cuuiapoma. Eciu cHMITOMBI
CHHIpOMAa TIOJUIAIOTCS JICYCHHUIO, CJIEYET pPacCMOTPETh BO3MOXKHOCTh —IIPHMEHEHUS
KOPTHKOCTEPOUIIOB BO BpeMsl Tepanuy murapaduaoM. Eciu nevenne sGdexTuBHO, Tepamuio
UTapabHHOM MOKHO IIPOJIOJIKHTE.

HesxenaTebHbIe PeAKIMH, BOSHUKAIOIIHE IPU BBICOKO03HOI Tepanun uuTapaduHoM,
KpoMe Ha0JII0JaeMbIX NPH TEPATIHH CTAHAAPTHHIMH 103aMH

Hapywenus co cmoponbt Kposu u IUMBAmuieckou cucmemol

['eMaTOJIOrHYECKasi TOKCUYHOCTH B BHJE TNIyOOKON MAHLUTOIIEHUH, KOTOpAst MOXKET JITHTHCA
15-25 nueit BMecTe ¢ Goiiee TsKeNol armiasueil KOCTHOIO MO3Ia, 4eM IPH OOBIYHBIX J[03aX.
Hapywenus co cmoponbl HepeHOU CUCneMbl

ITocie JeueHns BBICOKAMH J03aMH I[UTapabrHa CUMITTOMBI HapyIIeHUH QyHKIUHA TOJOBHOTO
MO3ra W MO3)Ke4Ka, TaKhue KaK M3MEHEHHWS JIMYHOCTH, HapylIEHHE BHUMAaHUS, AU3apTpuL,
aTakcusi, TPEMOp, HHUCTarM, TOJIOBHas O0Jb, CIIyTaHHOCTH CO3HAHHsA, COHJIMBOCTD,
FOJIOBOKPYKEHHE, KOMa, CYJI0pPOrH BO3HUKAIOT B 8-37% nanuenToB. YacToTa BOSHUKHOBEHHS
Y BO3PACTHBIX MAIMEHTOB (>55 jeT) MoxeT ObITh BbuLE. JIpyrnMu mpeapacroararoummMu
(axropamu SBIAIOTCS HapylUIeHHe (QYHKIMM IEYCHH W IOYEK, NpeJbIIymee JICYCHHe
LEHTPATLHON HEpBHOH CHCTeMBI (HAmIpUMep, JydeBas Tepamus) U 3J0ynoTpebneHue
ankoroneM. HapyIieHuss IEHTPaNTbHOW HEPBHON CHCTEMBI B OOJNBIIMHCTBE CIIyYaeB
00paTUMBL.

PrcK TOKCHYHOCTH IS IeHTpanbHoil HepBHOU cucTeMbl (LIHC) Bospacraer, eciu JeyeHue
IUTapaOUHOM B BBICOKOH J03€ COYETAETCs C JAPYTUM TOKCHYECKHM JIEUCHHEM [THC, Takum
KaK JIyueBas Tepalusl UM BBICOKHE J03bI IUTOTOKCHYECKHX MTPENapaTos.
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Hapywienus co cmoponslL opeand 3D€H/u}l 4 b-2cl 1
I[Tpu jeYeHNH BBICOKHMHU J[03aMH MOTYT BO3HUKHYTb 06paTHMI)Ie [OBPEKACHHS POTOBHIIB U
reMOppardyecKiii KOHBIOHKTHBUT, M30€XaTh KOTOPBIX HJIM CBECTH K MHHUMYMY HX
NPOSIBJIEHAST MOKHO ~IyTeM HNPO(QMIAKTHKA  IJa3HBIMH  KallsAMH,  COAEPXKanIuMH
KOPTUKOCTEPOUIBIL.
JKenyoouno-xuuieunvie HapyuieHus
[Ipu IpUMEHEHUH BBICOKHX 103 HAPYIIEHHS MOTYT HOCHTBH TSDKEIIBIH XapakTep, BO3MOXKHO
npoGoJIeHne KHINEYHNKA, Pa3BUTHE HEKpO3a C HEMPOXOJUMOCTBIO, IepuroHuTa. Takxke
coo0m1aIoch 0 pa3BUTUH ITAHKPEATHUTA.
Hapywenus co cmopoHbl nedenu u Jcenqe6bl600AuuUx nyme
Coo6manochk 0 BOZHUKHOBEHHH abcliecca MeveHd, rermaTtoMeranny, cuaapoma bamyra-Knapu
(me4eHOUHbI BEHO3HBIH TPoMO03) M THIEPOMIMPYOMHEMHUH [OCNIC TEparmiy BBICOKHMH
JI03aMH.
Hapywienus, co cmoponbl QblXamenbHol CUCHEMbl, 0P2aH08 2PYOHOU KIeMKY, CPeO0CMeHUs.
[Ipu mpuMeHeHNH [UTapabiHa B BRICOKHX J103aX, MOTYT Pa3BUThCS KIMHUYECKHE IPU3HAKY,
XapaKkTepHble JUIL OTeKa JIETKMX MJIM OCTPOTO PECHUpPAaTOPHOrO JUCTPECC-CHHAPOMA.
Peakius, BeposTHO, OOYCJIOBJIEHA MOBPEX/CHHEM albBEOJISPHBIX KarmuuisipoB. IIposecTH
OLIEHKY YacTOTHI 3aTPYAHUTENBHO (10 JaHHBIM ITyOmukamui 10-26%), Tak Kak y MarueHToB
HACTYTaJ PELHIUB, KOT/Ia i JApyrie (haKTopbl MOIJIH CIOCOOCTBOBATh TAKOH PEAKIHH.
Hapywenus co cmoponbl penpoOyKmMugHOU CUCmeMbl U MOLOYHBIX Jicee3
AMeHopest, a300CIIePMHUs.
Ilpouee
Co06manocs 0 cydasx KapJHOMHOTIATAN U PabIOMHONIH3A TIOCIIE TEPAITH LHTapabHHOM.
BeposTHOCTh HEXKENAaTeIbHBIX PEaKIMi CO CTOPOHBI JKEJIYA0YHO-KHIIEIHOTO TpakTa MOXKHO
CHY3HUTH, €CJTH BBOJUTH NUTapabu 1myteM uHby3uu. g mpoduiIaKTHKA reMopparunyeckoro
KOHBIOHKTUBHTA  PEKOMEHIOBAHO  HUCIOJNb30BaTh  [JIa3HbIE  KalulM,  COJCpIKallHue
[IIIOKOKOPTUKOCTEPOUIBL.
Bo BpeMst JIUeHHsl COOOIMANOCh O BO3HUKHOBEHHH aHAUIAKTHYCCKHX PEaKIUH, KOTOPbIe
3aTeM  BBI3BIBAIM  KapAHONYJIbMOHAIBHBI  IOK,  TpeOylomui  peaHMMalHOHHBIX
MEpOIPHUATHUH.
Coo0menne 0 mMoao3peBaeMbIX HesKeJIATeIbHBIX PeaKIHAX
BaxxHo coo0marh O II0J03PEBAEMbIX HEXKENATENbHBIX pPEeaKklusaX I0CjI€ PETHUCTpallin
JIEKApCTBEHHOTO ~ Ipemapara ¢ ILelNblo  O0ecHeyeHusl HENPEphIBHOrO  MOHHTOPHHIA
COOTHOIICHHS «IOJb3a — PHUCK» JIEKapCTBEHHOro mpemapara. B ciydae BBIABICHUS
HEXEJATENBPHBIX peaKiuil 0Npy IPUMEHEHHH JIEKAPCTBEHHOIO IIpernapara  JaHHYyIo
uadopmamuio  ciexyer  mepenath B YII «llentp  okcmeptHs M UCIIBITAaHUN
B 3/[paBooxpaneHun» (www.rceth.by).
Taxoxe MHPOPMAIMIO O BBIBICHHBIX HEXENIATEIBHBIX PEaKIHAX BB MOXKETE MPEAOCTABUTH
B afipec JiepiKarelis perncTpalioHHOro ynocropepenus — PYII «benvenmpenaparso:
— 1o tenedonam +375-44-781-06-00 nmubo +375-17-222-78-38;
— IIOCpEICTBOM 3IEKTPOHHOM mouTh! pharmacovigilance@belmedpreparaty.com.

4.9 Ilepeno3supoBka
Crenupuueckoro aHTUAOTa He CcymecTByeT. HeoOXoauMo NpeKpaTUTh TEParHio M
IIPOBOJUTH BCIIOMOTATEBHBIE MEPOIPHATHS 0 TPEIOTBPAIICHAIO TKENOH JENpeccHi
KOCTHOTO MO3ra (reMoTpancy3usi, aHTHOUOTHKOTEPAITHs).
12-xpaTHas BHyTpuBeHHas nH(y3us Ilurapabuna B 03¢ 4,5 Mr/M* Kaxple 12 9 BBI3BIBACT
neoOparumele namenenus [IIHC u ietanbHBIN HCXO/L.
[{uTapaOuH BBIBOAUTCS IIPU FE€MOIUAIIN3E.



5. DAPMAKOJIOTHYECKHAE CBOIICTBA { Mpukas M

5.1 ®apmakoanHAMHUYECKHE CBOMCTBA

dapmakoTepaneBTHIEcKasi Ipynna: [I[pOTHBOOIYXOJIEBBIE CPENCTBA. AHTHMETa0ONMTEL.

AHanoru nupuMuIHHA.
Kox ATX: LO1BCO1.

MexaHu3M JeiicTBUSs

B mponecce ¢ocdopunupoBanus nurapabuHa, Hauboiee aKTHBHO MPOTEKAIOMIETO B
OIyXOJIEBBIX (JIEHKO3HBIX) KJIETKAX, 00pa3yeTcsl akTHBHbIH MeTaboIUT (apaOHHO3HII IUTO3HH
tpudocdar—Apa-11T®), yrueraromuit JIHK-nmomamepasy. Taroke curres JTHK HHTUOUpYeTCs
3a cueT BeTpauBanus nurapabuna B JIHK. IutocraTndeckuit o Gext sBIseTcs 10303aBHCHM.
[[utapabun  ssisercs S-(pasocremuduunbiv  npemaparoM. OH He BIMACT HA  Ha
HenpoauQepupyronme KICTKH, HH Ha HPONM(PUPHPYIONIHE KICTKH, €CIM TOJbKO OHH HE
HaxXoaaTCs B S-daze KIETOYHOro IHUKIIA.

5.2 ®apMakoKHHeTHYECKHE CBOICTBA

Abcopbyus
[IpreM BHYTph sBisieTcss HEAD(EKTUBHBIM B CBS3M C HU3KOH CTEIEHBIO abcopbuuu B

JKeITy[0YHO-KHIIEYHOM TpakTe W OBICTphIM Je3aMuHMpoBaHueM. Ilocne BHYTPUBEHHOIO
BBEJICHHUS [IEPHOJI TIONyBBIBEICHNS B HadaabHOM (ase cocrasiuser 10 MUHYT, B KOHEYHOH —
1-3 gaca.

Pacnpeoenenue

[lurapabun  OBICTPO W  IMHPOKO  pacmpeleNseTcs B TKaHAX, [POHHKAaeT —Hepe3
remMaTosHIehaTnIecKuil Gapbep U Yepe3 IIIALCHTY.

ITocine BHYTpUBEHHON HH(Y3HH B CIMHHOMO3TOBOW JKUJIKOCTH JNOCTHrACTCs KOHICHTPALHA,
pasHas 50% OT ypOBHs B IIazMe KpoBH. [lociie MHTPATEKaTbHOTO BBEACHHMS, SIIMMHUHALMA
nuTapabuHa U3 CIMHHOMO3TOBOM JKMIKOCTH MPOUCXOMHUT MEIEHHO, NPU STOM HEPHOT €ro
T0JIyBBIBEICHUS cOCTaBysgeT 2-11 gacos.

Buigeodenue

B mepsble 24 uaca BbBoAUTCS OKONIO 80% BBEICHHOM JIO3BI au00 B BHAE HEAKTHBHOT'O
MeTaboNuTa, THO0 B HEM3MEHEHHOM BHJIE, B OCHOBHOM C MOYOif, YaCTh — C JKEITIBIO.

5.3. JlanHbIe JOKJIMHIYECKOIi 0e301acHOCTH

HccrenoBanusl Ha JKMBOTHBIX IIOKa3ajd, YTO IUTapabWH B KIMHHYECKHM 3HAYUMBIX 033X
06 azaeT SMOPHOTOKCHYHBIM U TePaTOreHHBIM 3¢ (dexTam Ipy BBECHAU IPEI3YHAM B IIECPHO
oprasorenesa. [Ipy BBeJICHUM B INEpU- U IIOCTHATAJIBLHOM IEPHOJC nuTapabuH BBI3BIBACT
HapyIIeHUs Pa3BUTHS, B TOM YHCIIE TIOBPEK/ICHHE MO3ra.

WccreoBanusi BIUSIHAS IMTapabuHa Ha (QEpTHIBHOCTH HE MPOBOAMIIMCH, €CTH JAaHHBIE O
Pa3sBHTHH AHOMAIMH TOJIOBKH CIIEPMATO30HMOB Yy MBIIIEH I0C/IE BBEICHH [uTapaduHa.
[{utapabun  00nazaeT MyTareHHbIM ¥ KJIACTOTCHHBIM JIEeCTBHEM W BBI3HIBACT
3JI0KaYeCTBEHHYIO TPAHC(HOPMAIHUIO KJIETOK TPBI3YHOB i1 Vilro.

6. PAPMAIEBTUYECKHUE CBOJICTBA

6.1 IlepedeHb BCIOMOIaTeILHBIX BElIECTB
IToBunon K- 17.

6.2 HecoBMecTHMOCTD
[lurapabun (u3udecKd HECOBMECTHM C TENapuHOM, HHCYJIMHOM, 5-hTopypanniom,
[IEHUIUWJJIMHaAMHA (OKcaI_II/UIJII/IH U IICHUIUJIJINH G) MeTHHHpeIIHI/ISaJ'IOHa CyKLII/IHaTOM HaTpus.
[[urapaGuH HeNb3s CMENIMBATh C APYTUMH JIEKApCTBEHHBIMH  IIpCHapaTami, KpoMme
yKa3aHHBIX B paszenax 4.2 m 6.6. Ilepen TeM, KaK CMCIIATh JIeKapCTBEHHBIN IIperapar ¢
KaKUM-JTHO0 BEIIECTBOM, HEOOXOIUMO IPOBEPUTH COBMECTUMOCTb.
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6.3 Cpok rogHocTu
3 roxa. f Mouscas Mo
He ucrosib30BaTh 0 HCTEYEHUH CPOKA MOJHOCTH. —mn

6.4 OcoObie MepbI MPEAOCTOPOKHOCTH NPH XPAHEHUH
XpauuTh npu Temmepatype He Bbime 25 °C.

6.5 XapakTep U cofep:KaHHe NEPBUYHOMH yIIAKOBKH
[To 100 Mr Bo (hIakoHBI CTEKJISHHBIE, YKyIIOPeHHbIE NpoOKkamu pesuHoBbIMU. Ha ¢rakou
HAKJIEHBAIOT STHKETKY M3 OyMard MUCYeH WM 3THKETKy camokuesiryiocs. Kaxpii duakon
BMECTE C JINCTKOM-BKJIAJIBIIIEM [TOMEINAIOT B [IaUKy U3 KapTOHA.
VmakoBka juis cranuoHapoB: 40 ()1akoHOB BMECTe C JHCTKOM-BKIIAQJBIIIEM B TPYIIIOBBIC
KOPOOKH.

6.6 OcoOble Mepbl NPEIOCTOPONKHOCTH IPH  YHHUYTONKEHHH  HMCIOJb30BAHHOIO
JEKAPCTBEHHOr0 MpemapaTra WIH  OTX0J0B, IOJYYEHHLIX TMOCHe NPUMEHeHHs
JIEKAPCTBEHHOT0 MpenapaTa Hin padoThl ¢ HUM.
IIpucomosnenue pacmeopa
PacTBOpUTENH, KOTOPbIE MOXKHO HCIIOJIB30BaTh Ul Pa3sBEINCHHUS IMOPOILIKA, COACPIXKAILETroCs
BO (hi1akoHe:
e BOJA JJISI UHBEKIUH;
e pactBop xiopuaa Hatpus (0,9%);
e pacTBOp IIIOKO3HI (5%).
PacTBop Heo6XoauMo pa3baBiATh 10 KoHIeHTpamuu rmrapabuna 0,5 wmr/mi C
MHKPOOHMOJIOTMYECKON TOUKH 3PEHHUS PaCTBOP CJIEAYET BBOAUTH HEMEJICHHO.
JIna unmpamexkanvHo2o 66e0eHUA IEKAPCMEEHHO20 NPENnAPaAma U npu JieYeHul 6bICOKUMU
oo3amu, a makdxyce Hpu JjedeHuu Oemeil 00 3 Jiem, 3ANPEUIAEMCA UCNOIb306AMb
pacmeopul, cooepricaujue 6eH3UN06blIL CRUPM.
[Ipu HEOOXOIMMOCTH pa3BEJCHMS pPacTBOpA JUIl HHTPATEKAJIBHOTO BBEJICHHSA CIIEIYCT
ucronn3oBatk 0,9% pacTBOp XJIOpHIa HATpus (MJIM, B COOTBETCTBHH C PEKOMEHIAIHAMH,
CIIMHHOMO3TOBYIO JKMJIKOCTh MarnueHTa 0e3 JoOaBieHHH pacTBOpHUTENEH; TakOW PpacTBOP
CIIeZlyeT BBOJUTEH HEMEUICHHO TI0CIIE IPUTOTOBIICHHS).
[Tepen nprMeHEHHEM TOTOBBIH PacTBOP HEOOXOAUMO IIPOBEPHUTH Ul HCKIIIOUCHUSA HATHIUSA
HEPACTBOPEHHBIX YaCTHUIL] HJIK H3MEHEHUS OKPACKH.
[luTapaOuH  MOXHO  NPUMEHSTH  OJHOBPEMEHHO  C  METOTPEKCaTOM,  JAPYIUMHA
IPOTUBOOITYXOJIEBBIMHU IIPENIapaTaMu, HO HE PEKOMEHETCsl CMEIIMBATE MX B OJTHOM HINPHIIC
Wi HH(Y3UOHHON CHCTEME.
Bech ocTaBIIMIACS JIEKApPCTBEHHBIH IpenapaT U OTXOABI CIICyeT YHUYTOXKHUTE B COOTBETCTBHH
C YCTaHOBJIEHHBIMH HAIMOHAIBHBIM 3aKOHOJATEICTBOM TPEOOBAHUSIMH.

6.7 YcnoBusi oTImycka

ITo peuenrty.

7. IEP2KATEJBb PETUCTPAIIMOHHOI'O YIOCTOBEPEHHUS
PVTI «Benmeanpenaparsi», ot e,
PecnyGnuka Benmapycs, 220007, r. MHHCK, - — by
yi. ®abpunmyca, 30, Ten./daxc:(+375 17) 220 37 16, > M@’
e-mail: medic@belmedpreparaty.com TR Ae

8. HOMEP PETUCTPAIITMOHHOI'O YIOCTOBEPEHUSA

9. IATA IEPBUYHOM PETUCTPALINN

Jlata nepBoii peructpanuu: 22 Hos6ps 1995 r.
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