NHCTPYKIHA
1O MEJIMITUHCKOMY TTPUMEHEHUHIO JIEKAPCTBEHHOI'O
[IPEITAPATA

Ixopan®

PerucrpanmoHHbII HOMep:

Toprosoe HaMeHoOBaHMe NpenapaTa: DKopail®

MexayHapoaHoe HellaTeHTOBAHHOe HAUMEeHOBaHNe: IUKJIOCTIOPUH

JlexkapcTBeHHasi (popma: pacTBOp UL IpUeMa BHYTPb

CocraB

1 M1 pacTBOpa COJCPIKHUT: Oelicmsyuee euecmeo. MUKIocnopun (B nepecuere Ha 100 %
BemecTBo) - 100,0 Mr; scnomocamenvuvie eewjecmea: sTanon Oe3pogubiii - 120,0 wr,
nonuruiepui-3-onear - 310,0 wr, nomurmunepui-10-omear - 190,0 wmr, wmakporosa
runepuiaruapokcucreapar - 280,0 mr.

Onucanue

MacasiHucTas JKUAKOCTD OT JKEJITOBATOTO JI0 JKEJITO-KOPUYHEBOTO 1IBETA.
dapmakoTepaneBTHHeCKAsA TPYIIIA: HUMMYHOJCTIPECCUBHOE CPEACTBO - KaJIbI[MHEBpUHA
WHTUOHUTOP.

Kox ATX: LO4ADO1

dapmakosoruiecKue cBoiicTBa

Dapmaxoounamuxa

[{uKJIOCTIOPHH TIpe/ICTABIISICT co00H MUKITHUSCKUNA HepHUOOCOMHBIN MOJUIIENITH/T, COCTOSIIUN U3
11 aMHUHOKHCIIOT, W SBJISETCS CEJICKTHBHBIM HMMYHOJCSIIPECCAHTOM, KOTOPBIM IOJABJISIET
AKTUBAIIMIO KaJbIMM- W KaIbMOJYJIMH-3aBUCUMOM CEepUH-TpeOHUH-TIpoTeuH(pochaTazpl -
KaJIBIUHEBPUHA JTUM(OIUTOR U OJIOKUPYET KICTOUHBIN IUKII pa3BUTHA JUMPOIUTOR B daze Go
win Gi. Takum oOpazom, TpeToTBpamaeTcsl akTUBALUA T-TMMQOIUTOB W Ha KJICTOYHOM
VpOBHE, aHTUTCH3ABUCUMOE BBICBOOOK/IeHHE JTUM(POKUHOB, BKIIOYAS HHTEPJICUKUH 2 (dakTop
pocta T-mumdorutoB). I{ukIocmopuH HelcTBYeT Ha TUMQOIHTH cieninduuno u obpatnmo. B
OTJIMYME OT IUTOCTATHKOB, OH B MEHBIIEH CTEleHH IOJABJIET IeMOIO33 W He BIUSET Ha
dyHKIHIO ParouTos.

[MukI0CTIOpUH YBEJIMUUBAST BpeMsl JKU3HHU AJUIOT@HHBIX TPAHCILIAHTATOB KOXKH, cepAlla, MOoUekK,

HO,Z[)KGJ'IyI[O‘IHOﬁ JKCJIC3BI, KOCTHOI'O MO3ra, TOHKOH KHIIIKH, JICTKHUX.
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AJUIOTPAHCIUIAHTATa, KOJXKHBIE PpEaKIMM TUICPYYBCTBUTEJIBHOCTH 3aMEJJIEHHOTO  THIIA,
SKCTIEPUMEHTAJILHBIM aJIJIepIrUUSCKUM SHITe(ATOMUEIHUT, apTPUT, 0OYCIIOBICHHBIN a/IbIOBAHTOM
Opoiinga, 60Je3Hb «TpaHCIUTAaHTAT NMpoTHB xo3siuHa» (BTIIX) u 3aBucumoe ot T-mumdoruTon
oOpazoBaHue aHTHUTe]. Dbpula mokazaHa 5(@QeKTUBHOCTh IPUMEHEHHUS NMKJIOCIIOPUHA IIPH
nepecajike KOCTHOTO MO3Ta M COJIMJIHBIX OPTaHOB Y UeJIOBEKAa JUIS MPOQHIAKTUKYA U JICUCHHUS
otTop:keHusA bTIIX, a TaxKe NpHU JIeYeHUH pa3IMYHBIX COCTOSIHUM, KOTOpBIE IO CBOEH IIpUPOJIe
SIBJISIFOTCSI @yTOMMMYHHBIMH HJIM MOTYT pacCMaTpUBAThCsl KaK TakoBble. [[MKJIOCIIOpHH TakKe
spdexturen npu mnepecagke neuenun y BI'C (Bupyc rematuta C) mosutuBHbix U BI'C
HEraTHBHBIX [TalIUEHTOB.

DapmakokunHemura

JlekapcTReHHBIH TIpemapar Dkopan® mpejcTaBisieT coGoM pacTBOp IS IpHeMa BHYTpb. Ilpu
OPUMEHCHUH JIAaHHOTO IIpenapaTa BO BCeX JHama3oHax o3 oOecreuuBaeTcsi JIMHSHHAs
3aBUCHMOCTh MEXTy Jo30d U dpdekrom 1ukiocnopuna (AUC - mwiomanb MoJ KpHBOH
«KOHLIEHTpalMs-BpeMs») ¢ OoJiee paBHOMepHOM abcopOrped M MeHBIIEH 3aBHCHMOCTBIO OT
OJIHOBPEMEHHOT'O IIpHeMa ITUINH U CEKPEIUH XKEJITUH.

OnHOBpeMeHHBIH IpHUeM MHMIIM WIH LHUpKaJuaHHble OWOPUTMBI TAallMeHTa OKa3bIBAIOT
HE3HAUMTEJIbHOE BIMSHHE Ha (QapMakOKHHETHUYEeCKMe IapaMeTphl IpenapaTa. OTHUMHU
CBOMCTBAMH B COBOKYIHOCTH OOYCIIOBJIEHBI HHU3Kasi BapHaOeIbHOCTh (PapMaKOKUHETUKU
IUKJIOCTIOPUHA Y OJHOTO W Toro ke maruenta (10 - 20 % y ManueHTOB ¢ TPaHCILUIAHTATOM
MOYKH), OoJiee BhIpaKeHHAsI KOPPEJITUS MKy KOHIICHTpanued u ouonoctynHocthio (AUC) u
OTCYTCTBHE HEOOXOJUMOCTH YUUTHIBATh BpeMs puema numu. Kpome Toro, HabmogaeTes 6oee
paBHOMepHasi OMOJOCTYIHOCTh IpelapaTa, Kak B TeUeHHe JIHA, TaKk U B TeueHHe Oojee
JUIMTEJILHOTO MIepUO/a BpeMeHH IIPH JOJTOCPOYHOM IIPUMEHEHHUH B IIOICP KUBAIOIIEH 03€.
JlaHHBIE pa’IUYHBIX UCCIICAOBAHUH MoKazaiau, 4To MOHUTOpUHT AUC muKiIocnopuHa B MepBbie
4 vaca nocie npuema (AUC.4) mo3BostsieT ¢ 60JIbIIeH TOYHOCTHIO ONPEASIUTh OHOTOCTYITHOCTD
IpernapaTa II0 CPaBHEHHIO C OIIPEJEJICHHEM €ro OCTaTOYHOM KOHIICHTpAIlMU B IUIa3Me KpOBH
HEIMOCPEJACTBEHHO Iepe]] npueMoM mnocienyiomen go3bl (Co MoHUTOpHHT). B psae apyrux
HCCIIeIOBaHUM OBLIIO  TIPOJISMOHCTPHUPOBAHO, YTO V TAIMEHTOB TOC/IE TPaHCIUIAHTAIUU
pe3yJbTaThl OJHOKPAaTHOIO MOHHUTOpHUHIA dYepes 2 d4aca [Iocjle IIpHeMa IIpernaparta
(C, monuTopunr) koppesmpyeT ¢ AUC.4.

Bceacuviganue

IToce mpuema mpenapara y IAaIMEHTOB ¢ TPAHCIUIAHTATOM COJIMJHBIX OpPTaHOB OTMEYAeTCs
ObICTpOE BCAChIBAHUE ITUKJIOCIIOPUHA, BpeMsl JOCTIKSHUSI MaKCUMaIbHONH KOHIEHTPAIUH (Tmax)

coctapisieT 1 - 2 4. AGcomoTHasi OuoAgocTynHOCTh cocTaBisieT 30 - 60 %. Y maiueHTOB ¢
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MOJJASPKUBAIONIYIO TEpAalUI0 [HUKIOCIOpUHOM, cpelHsisd Cmax U AUC B paBHOBECHOM
COCTOSIHUH (IIpU MPUMEHSHUHU TIpenapara B cpequeit qoze 100 Mr/cyT) cocTapisitor 793 Hr/mi u
2741 9-HI/MJI COOTBETCTBEHHO.

Pacnpeoenenue

[TukI0CIOpHH pactpe/iessieTcs OoJbIIeH YacThio BHE KPOBEHOCHOTO pycia (KaKylmuics oobeM
pactipesiesieHus1 coctapisier 3,5 JUkr). PacmpeneneHue B KpOBH 3aBHCHUT OT KOHIICHTpAIlUH
HUKJIOCTIOpUHA: B cpeaHeM 33 - 47 % uumkiIocnmopuHa HaxoauTcs B 1wiasme, 4 - 9 % - B
aumponurax, 5 - 12 % - B rpanyiorutax u 41 - 58 % - B spurpornutax. Ilpu BBICOKOMH
KOHIIEHTpAllU¥ YBEJMYHUBASTCS KOHIICHTpAIUs [IUKJIOCIIOPUHA B JICHKOIUTAX U SpUTpoLuTax. B
KPOBH CBSI3bIBaHME ¢ OesIKaMH IUTa3Mbl (TIPEUMYIIECTBEHHO JIMIONPOTCHHAMH) COCTABJISIET
npumepHo 90 %.

Mematonusm

IukIocnOpHH B 3HAUMTEIBHOM CTeNeHH MojBepraeTcs OuoTpaHcopMaiuy CUCTeMOH
nuroxpoma P-450 (uzodepment CYP450 3A4), ¢ obpazoBanueM okojo 15 mMeTaboMTOB.
OCHOBHBIMH Iy TSIMH MeTaboau3Ma SIBJISIFOTCST MOHOTH/IpOKCHJINPOBAHHE,
JUTHAPOKCHIUpOoBaHUEe U N-JeMeTwiMpoBaHHe. Bce BbIsiBIeHHBIE MeTaOOJHUTHI COJEpIKAT
HHTAKTHYIO TMENTHIHYIO CTPYKTYpY HEH3MeHHoro npenapaTta. Hekoropble U3 MeTaGOIHUTOB
o0s1afaroT He3HAUUTEJILHBIM UMMYHOCYIPECCUBHBIM AeicTBueM (10 10 % oT TakoBoro s
IUKJIOCTIOPUHA).

Buiseoenue

BennunHa KOHEYHOTO IepHO/ia IOJYBBIBEISHUS IIUKIOCIIOPHHA BeChbMa BapuabesibHA M 3aBUCHT
OT IPUMEHSIEMOT0 MeTO/1a OIpe/IesIieHUsI U 00CIeyeMOro KOHTUHIeHTa NMalueHToB. Koneunsii
HepUO/] IOJYBBIBEICHUS COCTABIIIET MIPUOIU3UTENBHO 6,3 U Y 3I0pPOBHIX JOOPOBOJIBIEB, 7 - 16 U
y HAIlMEeHTOB MOCJIe TPAHCIUIAHTAIIMU MOUKH U 20,4 4 y MaIUeHTOB ¢ TSDKEIBIMHU 3a00JIeBAaHUAMHU
nedeHu. [IpenapaT BRIBOAUTCSA MPEUMYIIECTBEHHO C JKEJUbIO U TOJBKO 6 % MPUHATOU BHYTPH
J103bI BBIBOJIUTCS C MOYOH (B HEU3MEHHOM BH/IE BBIBOJUTCS Toslbko 0,1 %).

D apMaKOKUHEMUKA 6 0CODBIX CILYUAAX

Ilayuenmot 6 6o3pacme > 65 nem

Jlaunpie 1o abcopOuuMM npenapaTa y HOMKWIBIX HAI[HEHTOB OTCYTCTBYIOT. OJHAKO IpH
IpUMEHEHHMH IIpelapara y JaHHOM KaTerOpuUH IIAllHEHTOB pacIpe/IesIcHHe IUKJIOCIIOpHHA
CXO/IHO ¢ TAKOBBIM Y ITAIIMEHTOB B BO3pacTe MeHee 65 JieT.

Hayuenmot 6 ozpacme < 18 nem

ITockosbKy B cpe/lHEM y IIALIMEHTOB B Bo3pacTe < 18 jieT oTMeuaeTcst Gojiee ObICTpOE BbIBE/CHUE

IUKJIIOCIIOPHHA 10 CPAaBHCHHUIO € B3POCIIBIMH, Y INAITUCHTOB JTAHHOH KaTeTropuu JJIA JOCTHXKCHUA
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BBICOKHX /103 IIpenapata (IIpu pacueTe Ha Maccy TeJa).
Hayuenmui ¢ napyuweHuamu QyHKYun noyex
Hapymenue ¢yHKIMH II0YeK He OKa3blBaeT KIMHMYECKH 3HAYUMOIO BJIMSHHUS Ha
(apMaKOKMHETHKY IperapaTta, MOCKOJIbKY IMKJIOCIIOPHH BBIBOJUTCS B OCHOBHOM C JKETUYBIO
qyepes KUIIESYHHUK.
Hayuenmul ¢ HapyuieHuem QyHKyuY neyeHu
Y nanuMeHTOB ¢ HapylleHHeM (QYHKIMM II€YeHH OTMeEYaeTcs 3aMe/UICHHe BbIBEJACHMS
IIUKJIOCTIOPHHA.
Iloxa3zanusa K MpUMeHeHHIO
TpanciianTanus
Tpancnnanmayus COMUOHLLX OP2AHOE
- IlpodunakTuka OTTOPKESHHUS AJUIOTPAHCILIAHTATOB IOYKH, IEUYCHM, Cepilla, JIETKOro,
HO/UKESIYJJOYHOM  JKeJlesbl, a Takke KOMOMHHMPOBAHHOIO  CepJ/IedHO-JIETOYHOTO
TpaHCIUIaHTaTa.
- JleueHue OTTOpKEHHMsI TpaHCIUIAHTATa Yy IIAIUCHTOB, paHee IIOJydYaBIIMX [pyrHe
UMM YHO/ICTIPECCAHTHI.
Tpancnnanmayus KOCMHO20 MO32a
- IIpodunaxTrka OTTOp)KEHHUS TpAHCIIAHTATA [TOCIIe TIePeCcaJ K KOCTHOTO MO3Ta.
- IIpodunakruka u neueHue GONC3HH «TPAHCIUTAHTAT POTHB Xo3stmHa» (BTIIX).

IlokazaHus, He CBI3aHHBIC C TPAHCILIAHTAITHCH

DHOO2eHHbLU Yeeum
- AKTHBHBIH, VTPONKAIONIUN 3peHUIO, CPeTHHNA WM 33JHUH YBEUT HEHUH(EKITHOHHOM
STHOJIOTHH IpU Hed(PPEKTUBHOCTH WITH HENISPEHOCUMOCTH NPE/IIMISCTBYIONETO JICUSHUSL.
- YBeut bexuera ¢ MOBTOPHBIMH NIPUCTYIIAMHU BOCTIAJICHHUS C BOBJICUCHUEM CETUATKH.
Hegpomuueckuii cunopom
- Crepon/103aBUCHUMBIM U CTEPOUIOPE3UCTCHTHBIH HePOTHUECKUN CHHPOM Y B3POCIIBIX
U JieTel, OOYCIOBJICHHBIH TIATOJMIOTHEH KIyOOUKOB, TakoW Kak HedpomaTus
MUHUMAaJIBHBIX ~ H3MEHEHHMM, OYAaroBblHi M  CEIMEHTApHBIM  IJIOMEpYJIOCKJIEpO3,
MeMOpaHO3HBIH IJTIOMEPYIIOHSPPHT.
- Ilopneps:kaHue peMHUCCHH, BBI3BAHHOHM TJIFOKOKOPTHKOCTEPOUJAMH ¢ BO3MOXKHOCTBIO HX
OTMEHBI.
PesmamouoHuviti apmpum y 63poCivix

- JleueHue TSHKENBIX (l)OpM AKTHBHOT'O pCBMAaTOUIHOTO apTpHUTA.
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- Jleuenme Tsxenbix QopM micopuaza mpu HePPOEKTUBHOCTH WJIH HEBO3ZMOKHOCTH
MPUMEHEHUSI TPATUITUOHHON TepaIuu.
Amonuueckuii Oepmamum
- Tsxensie ¢QopMbl aTONMUYECKOTO JepMaTHTa IMpU HEOOXOJUMOCTH IPUMEHEHHUS
CHUCTEMHOU TepaIuu.
IIpoTuBONIOKA3ZaHMA
Jna ecex noxaszanuii
- llopbimeHHas TYBCTBUTEJIBHOCTh K ITUKIIOCTIOPUHY WU JIIOOOMY JIPYTOMY KOMIIOHEHTY
npemnapara.
Jna nokazanuidi, He C6A3AHHBIX C MPpaHCNIaHmayuer
- Hapymenwe ¢JyHKIHH ToUYeKk (32 HCKIIOUCHHEM TMAlUSHTOB € HePpOTHUSCKHM
CHHAPOMOM C KOHIIGHTpaIllel KpeaTHHWHA B IIazMe KpoBH He Oosiee 200 pumons/n y
B3pocibix U 140 uMonw/n y nerei).
- HexonTponupyemas apTepHajibHasi TUIIEPTEH3HSL.
- HHdexnmonnsie 3a601eBaHUs, HE TOIAIOMINAECS a/IeKBATHOU Teparinuy.
- 3rnokadecTBeHHbIC HOBOOOpA3OBAHUSI.
- Jlerckuii Bozpact o 18 JieT Mo MOKa3aHWsIM, HE CBSI3aHHBIM C TpaHCIUIAHTAIlUeW, 3a
UCKIIFOUeHHEM He(pPOTUUSCKOTO CHHJIPOMA.
C ocTOpoKHOCTHIO
CrieflyeT ¢ OCTOPOIKHOCTBIO TIPHMEHSITH TIpenapaT JKopad® y MaIHeHToB B Bo3pacTe > 65 JieT,
MAIUeHTOR € THUICpKAJIMEMHUEH U THUMEepYpUKeMHeH, ¢ 3a00JIeBaHMSIMHM TeUeHH, OOJIe3HBIO
bexueta ¢  HEBpOJIOTHYECKMMM  IPOSBJICHUSIMH, UYEpPEIIHO-MO3TOBOW  TpaBMOHW WK
3a00JICBAHUSIME TOJIOBHOTO MO3Ta, SIWJICTICHEH, alTKOTOJIU3MOM, a TaKXKe V JIeTeH.
IIpumeHeHIie BO BpeMsl 6€peMeHHOCTH M B TI€PUOJ I'PYTHOT0 BCKAPMJIIMBAHMS
B »KcnepUMEHTAIBHBIX MCCICAOBAHUAX TIOKA3aHO TOKCHYECKOe [ISHCTBHE IIperapaTa Ha
PENPOAYKTUBHYIO () YHKITHIO.
OnbIT NpUMeHeHHs Tpemnapara Dkopal® y GepeMeHHBIX JKEHIIUH OrpaHHueH. Y GepeMeHHBIX
JKCHIUH, TMepPEHeCHINX TPAHCIUIAHTAIIMIO OpTraHa M IOJYYAIoUUX HMMYHOCYIIPECCUBHOE
JICUCHUE ITUKIIOCTIOPUHOM WM KOMOMHHUPOBAHHYIO TEpaIdio, BKIIOYAIONIYIO I[HKIOCTIOPHH,
CYIIECTBYET PUCK HACTYIUICHHUS TNPEXKIEBPEMEHHBIX poJoB (IIpU cpoke OepeMmeHHoCcTH 0 37
HeJIeJIhb ).
HmeeTcst orpaHUYeHHOS KOJHUYECTRBO HAOIIONACHHHM 3a JeTbMH (BIUIOTH JO JOCTHIKCHHSI UMHU
CEeMUJIETHETO BO3pAacTa), MOABSPIIINXCS JIEHCTBHIO UKIIOCTIOPUHA B MIEPUO BHYTPUYTPOOHOTO

Pa3BUTHA. He oTMeuanoch OTKJIOHEHHS OT HOPMBI nmokaszaTejied (byHKIII/II/I IIOYCK H



I/ICCJ'IG,ZIOBaHI/II‘/‘I Y 6epeMeHHbIX JKCHIIHUH HE IMPOBOJHIIOCH, IMO3TOMY HE CJICAYET IMNPHMCHATH

npemnapar npu OepeMEHHOCTH, 3a UCKIIOUSHHUEM TeX CJIydyaeB, KOrja OKHJaeMas TOoJb3a i
MaTepH NPEeBHIAST MOTSHIIUAIBHBIN PUCK JUIA IJI0JA.

[MuknocnopuH BeIACIAETCS B TPYyAHOE MOJI0KO. CliefyeT yUUThIBATh HAJIMYHE STaHOJIA B COCTaBe
JekapceTBeHHBIX (opM mpenapata Dxopan®. [lockosbky mpemapaT Dkopan® MOXKET BbI3BaTh
Cephe3HbIE HEKeTIATeJIbHbIE peakiMu y JeTeHd MpU TPYyJHOM BCKApMJIMBAHUH, CIEAYET
OTKa3aThCsl OT TPYAHOTO BCKApMJIMBAHUS WM IPEKpaTUTh IIpUEM IIpelapaTra, HCXO[s M3
BKHOCTH TEpAITHH JIUIS TAIUESHTKH.

Croco® npyMeHeHUs U 10351

[IpenapaT npUMeHSIOT BHYTPb BHE 3aBHCHUMOCTH OT Ipuema nuniu. CyTouHyIo /103y Ipenapara
Dropai® Beeria cieyeT ASJUTh Ha 2 IIPHEMa: YTPOM H BEUIEpPOM.

Ipenapam mosicem cmamv mMymuvim npu memnepamype nusce 20 °C. Ilpu naspesanuu eco 0o
KOMHAMHOU MeMnepamypvl pacmeop npuobpemaem nepeoHaYanbHulli 6U0. Omu A6NeHUs He
GAUAIOM HA phexmusHocmy U Oe30nacHocmv npenapama, U OO3UPOSAHUE C NOMOULIO
SpacyuposaHHo20 003amopa ocmaemes mouHuiM. He oxnasicoams u He 3aMOPadCUean.
IIpuBeneHHble HUXKE [MAlla30HBI JIO3 IIpenapaTa cCIeAyeT paccMaTpUBaTh JIHIIb Kak
pexomenanuu. CiaeyeT NpoBOUTH OOMENPUHATHIH KOHTPOJIb KOHIIEHTPALIUU ITUKIIOCIIOPHUHA B
KPOBH C BO3MOIKHBIM MPUMEHEHHEM PATHUOUMYHHOTO METO/a, OCHOBAHHOTO Ha UCIOJb30BAHUU
MOHOKJIOHAJIbHBIX aHTHTeNl. Ha OCHOBaHMU MOJYYEHHBIX PE3YJIbTATOB OIPEAC/ISIIOT BEIUUHHY
J03bl, HEOOXOUMYIO JIUIS TOCTHIKCHUSI HY’KHOHM KOHI[EHTpAIlUU ITUKJIOCIIOPUHA B IIJIa3Me KPOBHU
V pPa3JIMYHBIX MAIlUSHTOB.

Y nayuenmoes, nomyuawowux — YukiOCNOpuH  NO  NOKA3AHUAM, HE  CEA3AHHLIMU  C
mpaHcnaiaHmayuelri, KOHTPOJIb KOHIEHTpPAIUU ULHUKJIOCIIOPUHA B IUIa3MEe KPOBH HE HMeeT
CYIECTBEHHOTO 3HAUCHUS. MCKITIOUSHUSI COCTABJISIFOT CIIyuad pelu/nBa 3abosieBaHusi Ha (oHe
TepaluM IUKJIOCIIOPUHOM, KOTOpbIe MOTYT OBbITh CBS3aHBl CO CHHIKCHHUEM KOHI[CHTPAIIUU
IUKJIOCIIOPUHA B IUIA3Me KPOBH B pe3yjbTaTe HapyIICHHs NAIUEHTOM IPUBEPKEHHOCTHU
JICUCHHUIO, ¢ HapylIeHHWEM BCAChIBAHUS B  JKSJIYJOYHO-KHMIIEYHOM TpakTe HIH C
(hapMaKOKHHETHISCKUM B3aUMOJICHCTBUEM.

Bspocnvie

Tpancnaanmanusn

Tpancnranmayus COMUOHBLX OPEAHOE

Jleuenue npenapatom Dxopai® cielyeT HAUMHATH 3a 12 9acoB 10 TPaHCILUIAHTALUH B 03¢ oT 10
mo 15 mr/kr, pazaeneHHo# Ha 2 npuema. B Teuenue 1 - 2 HeJelb MOCTe OIEpalliu Mpenapar

MMPUMCHAKOT C3KCIHCBHO B TOH Ke A03¢€, IIOCJIE Yero o3y IMOCTCIICHHO YMCHBITAIOT IO
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KOHTPOJIEM KOHIEHTPAIMH LHMKJIOCTIOPHHA B KpoBH 10! HOCTIGettbH Tomre

2 - 6 MI/KI/CYT, pasjiesleHHOM Ha 2 mpHema. B ciyuae NpHUMeHEHHs IpelapaTta Jkopan® B
COCTaBe CXeM KOMOMHHpPOBAHHOW Tepaluu ¢ JAPYTUMH HMMYHOJETIPECCaHTaMH (HaIpuMep, ¢
[JIIOKOKOPTUKOCTEPOHUIAaMH B COCTaBe TPEXKOMIIOHEHTHOM WM  YeThIPEeXKOMIIOHEHTHOM
Tepallii) €ro J03a MOJKeT ObITh yMEHbIeHa (Hampumep, 3 - 6 MI/KI/CYT B 2 TpHeMa).
Koppeknuio 1031 ciaeayeT NPOBOAUTH IMOJ KOHTPOJIEM YpPOBHSI ITUKJIOCIIOPUHA B KPOBH U
(YHKITUH TTOYCK.

Tpancnnanmayus KOCMHO20 MO32a

HauanpHyro g03y ciieyeT BBOJUTH B JICHb, IPEANISCTBYIONUM TpaHCIUIAHTAIUU. Tepamuio
mpenapaToM peKOMEHYeTCsl HAUMHATh B 1o3e 12,5 - 15 Mr/kr/cyT B 2 npueMa.
[ToanepxuBaromyo Tepanuio IPOBOAAT B TeUCHUE He MeHee 3 MecsleB (MPeANoYTHUTENIBLHO 6
MECSIIEB), TTOCJE YeTo JI03Y MOCTeNCeHHO YMEHBIIAIOT 0 TOJIHON OTMEHBI MpernapaTa B TeUeHUe
1 roga mocie TpaHCIUTaHTaluu. llanueHTaM ¢ 3a00JIeBaHUAMH THINEBAPUTESIBHON CHCTEMBI,
COTIPOBOKAAIOMIMMHUCS YMEHBIICHHEM BCACBHIBAHMSL, MOTYT MOTpeOoBaThes Ooiee BHICOKUE JO3BI
npenapata Dxopai® Wi IPUMEHEHHE UKJIOCTIOPHHA B BH/IE BHYTPUBEHHBIX HH(Y3HHA.

[locie mpekpallleHHsl IPUMEHEHHs Mpelapara DKopal® y HEKOTOPHIX MAIMEHTOB MOMKET
pasBUTbCs OOJIE3Hb «TpaHCIUIaHTAT npoTue XozsimHa» (BTIIX), xoTopas oObIdHO perpeccupyer
mocJie BO30OHOBJICHHS Tepanui. B Takux ciydasx cleayeT MPUMEHSITh IpernapaT B HauadbHOU
Harpy3ouHo# goze 10 - 12,5 mr/kr, u B JajbHeHIIeM TPOJOJIKUTH TepalMio TpernapaToM B
MOJ/JICPKUBAIOIIEH J03e, paHee paclieHeHHOM Kak YJAOBJICTBOpUTEIbHas. [l JeueHUs: >TOro
COCTOSIHUS TIPU €r0 XPOHHUYSCKOM TE€UeHHH B ¢Jiabo BBIpaKeHHOH QopMme cieqyeT NpUMEHSThH
npenapaTr JKopaJl B HU3KHX J03aX.

Iloxazanua, ne ceaszannvle ¢ mpancnianmaruert

IIpy TIpUMeHeHHH IIpemapara DKopai® 1o TOOOMY M3 He CBA3aHHBIX ¢ TpaHCIUIAHTaIMed
MoKa3aHUM cieIyeT coOII0ONATh HUKETIEpe UM CIICHHbIE O0Iue TpaBuiIa;

- Jlo Hauaysia Tepamuu HEOOXOJIMMO, MO MEHBIIEH Mepe, JIBYKPAaTHO ONPE/IeIUTh HUCXOIHYIO
KOHI[SHTPAIIMIO KpeaTHHHUHA B IJIa3Me KPOBH, a TAKXKe PETYJBIPHO KOHTPOJIHPOBATh (DYHKITHIO
MOYEK.

- JlomyckaeTcs TOJBKO IpHEM BHYTPh (HE ClIelyeT NPUMEHSTh PAacTBOp JUISI MPOBEIACHUSA
BHYTPHUBEHHBIX HHPY3UH), CYTOUHYIO JI03Y CIIeIYET JISIUTh Ha 2 IpUeMa.

- 3a HMCKJIIOYEHHEM IIallMeHTOB C SHJOTE€HHBIM YBEHTOM, YIPOKAIOIIMM 3pEHHUIO, U JIeTeH ¢
He(PPOTUUESCKUM CHHIPOMOM, 001asi CyTOUHas Jj03a He JOJDKHA MPESBBIMATh 5 MI/KT.

- Jlnsa mojjiepiKUBaoONed Tepalnuu JoJDKHA ObITh WHIMBHIYAJIBHO MOJ00paHa HaWMEHbIIasi

s(pdexTUBHAS U XOPOIITO MePeHOCUMA J103a MpeTapaTa.



nmpemapaToM HE YAaCTCA JOCTHTHYTH KJIMHHYSCKOH B(IJCI)GKTHBHOCTH HWIH JOCTHMKCHHC

5(peKTHBHOM 703bI He COBMECTHMO ¢ 6e30MacHOCTHIO, JISUeHHE MpemapaToM DKopan® cleTyeT
IIPEKPATUTh.

IHoozenHbLIL yeeum

Hocmuoicenue pemuccuu

JIIst TOCTHIKEHUSI pEMUCCHH TIperapaT NMPUMEHSIOT B HadaJdbHOH CYTOUHOM J03¢ 5 MI/KI/CyT,
pas/iesicHHOH Ha 2 mpueMa, 10 UCUS3HOBCHHS IPU3HAKOB aKTHBHOTO BOCTIAICHUSA U YIIYUIICHUS
ocTpoThI 3penus. Ilpu HemocTaTOUHOM 3PPEKTHBHOCTH HAYAILHOHN O3Bl TEPAIHIO TIPEIapaToM
MOJKHO TIpOBOJIUTH B Jo3e 7 MI/KI/CYT, pas[ejeHHOH Ha 2 TmpueMa, B TeUSHHE
HEIPOAOJIKUTEIILHOTO MEPHO/IA.

Jlnss  Gonee OBICTPOrO  JOCTHIKCHHS PEMHUCCHH  (JUISI  YMEHBIICHUS  BBIPAKESHHOCTH
BOCTIAJIMTEILHBIX Peakiyil) W/HIH B CIydasx, KOIJja MOHOTepallus IIpemapaToM JKopal® He
SBIIACTCS JTOCTATOYHO s heKTHBHOH, BO3MOJKHA JIOTIOTHUTEIIbHAS Tepanus
TJIFOKOKOPTUKOCTEPOH/IaMH, HATIpUMED, TIPeTHU30JI0HOM B 03¢ 0,2 - 0,6 MI/KI/CYT, WU APYTUM
TJIFOKOKOPTHUKOCTEPOH/THBIM TIPETIapaToOM B SKBUBAJICHTHOH J103€.

Iloooepoicanue pemuccuu

B xoje mojjepiKuBaroNiedl Tepamuu 103y TMpemapara cCieayeT MeUICHHO CHHXKAThb JO
JOCTHKCHUSI HaUMEHbIeH >PekTUBHON JTO3BI, KOTOpas B MEPHOJI PEMUCCHHU 3a00JICBAHUS HE
JTOJIKHA TIPEBBIMATE 5 MI/KI/CYT B 2 MIpUEMA.

Il copuas

Hocmuoicenue pemuccuu

Tepanust mcopuaza JOJBKHA HOCHTh HHIAHUBUAYATBHBIM XapakTep B CBSI3H C pPa3IMYHBIMHU
BapHaHTaMH TeUeHHUs 3aboieBaHusl JIJIsi JOCTHIXKEHHUS PEMHCCHHM PEKOMEH/yeMasl HadajbHasi
7032 COCTABJIET 2,5 MI/KI/CYT, pas/jiesieHHasi Ha 2 npueMa. [Ipu OTCYTCTBUH VIIYUIICHHS MTOCITS
OJTHOTO MeCSIIIa TePAIHHU JT03a MOKET ObITh TIOCTENEeHHO yBeanueHa Ha 0,5 - 1 Mr/Kr/cyT, HO He
JOJKHA TPEBBIMIATh 5 MI/KI/CYT, pa3/iefieHHas Ha 2 mpueMa. Y HAIUeHTOBR, COCTOSIHUE KOTOPBIX
TpeOyeT OBICTpOro VYIAYUNICHHS, HEOOXOJMMO MPHUMEHSITh B KauecTBe HAYaJIbHOU 03y
5 wmr/kr/cyr. Jledenue mpemapaToM JKopan® cliefyeT NpeKpaTHTh, el uepes 6 Helelb
MPUMEHEHHS] MAaKCHUMAaJIbHOM JI03bI 5 MI/KT/CYT, pasjesieHHOM Ha 2 mpuema, He HalbronaeTcs
JOCTATOUHOTO KIMHHMUYeCKOTO d(pdexTa uim, eciau >pQekTUBHAS J103a Mpenapara He OTBeYaeT
YCTAHOBJICHHBIM IapaMeTpaM 0e30IMacHOCTH.

Iloooepoicanue pemuccuu

JItst moiep kUBaloniel Tepanuy npenapaT IpUMEHSIOT B MUHHUMAJIbHOH 3¢ eKTUBHOM JT03e, He

MIPEBBIMIAIOMIEH 5 MI/KI/CYT.



COOTBETCTBYET 3K(

[Ipu mojaepKaHUU PEMHUCCHH B TeUCHHE 6 MeEsIeB HégBXOﬂM'yﬁ ;

DKopai® BILIOTH [0 HOJHON €r0 OTMEHBI.

Amonuueckuii depmamum

Hocmuoicenue pemuccuu

B c¢Bs3M ¢ pasIuMUHBIMM BapHaHTaMH Te4yeHMs 3a0oJIeBaHHMs, Tepalusl JOJDKHA HOCHUTH
HH/IUBU/TYyAIbHBIHN XapakTep. PexoMeH0BaHHAS /1032 COCTABISCT 2,5 - 5 MI/KI/CYT, pas/ie/icHHAs
Ha 2 mpuema. B ciiydae, eciiu depe3 2 HeNeNIHW JICUCHHS] B CTapTOBOM Jo3e 2,5 MI/KI/CYT He
JOCTHTHYT Y/IOBJIETBOPUTEJILHBIN OTBET Ha JICUEHHUE, O3y MOKHO YBEJIMYHTH 0 MaKCHMaJIbHOU
5 Mr/kr/cyT. B ciydae Tskenol creneHu 3abosieBanus 6ojiee OBICTPBIM M a/IeKBATHBIH KOHTPOJIb
JOCTUTAeTCsI TP IPUMEHEHUH CTapTOBOM JT03bI 5 MI/KI/CYT.

Iloooepocanue pemuccuu

IIpy pocTHIXKEHHHM YIOBJIETBOPHUTEIBHOTO OTBeTa Ha Tepalluio Jo3y I[pernapara claeayeT
IIOCTENIEHHO YMEHBIIUTh BIUIOTh, €CJIM STO BO3MOXKHO, 1O MOJHOHW oTMeHbl Ilpu pasBuruum
penyuBa 3a00JIeBaHUS BO3MOKHO IIOBTOPHOE KYPCOBOE JICUSHHUE MIPETapaToOM.

HecmoTps Ha To, 9TO Kypc JISUEHHUS IPOJOJDKUTEIBHOCTBIO 8 He/le/Ib MOKeT OBITh JOCTATOUHBIM
JUISL OYMIEHHUs KOXHBIX IOKPOBOB, IIOKA3aHO, YTO TepalMsl JUIMTEJILHOCTBIO 0 OJHOTO roja
s(pdeKkTHBHA M XOpOHIO TEPEHOCUTCs, TpPH YCIOBHH 00s3aTebHOTO KOHTpOJIA BeeX
HeOOXO0/TUMBIX MTOKazaTeseH.

Jleuenme mpemapaToM Dkopai® cledyeT NpeKpaTUTh, €clHM depe3 4 HeAedd NpPHMEHEHHMS
MaKCUMAJIbHOH JIO3bI 5 MI/KI/CYT, pa3Je/ieHHOW Ha 2 mpuema, He HaGIIoaeTes TOCTaTOUHOTO
KJIMHHYECKOTO ddeKTa.

Peemamoudnsiit apmpum

Hocmuoicenue pemuccuu

B TeueHue mepBbIX MIECTH HeJeNb JICUSHHS] PEKOMEHJIOBAHHAs J03a COCTABJISIeT 3 MI/KI/CYT,
pazfeneHHas Ha 2 npueMa. B ciydae HepgocTaTouHOro »(dexta cyrouHas J03a MOXKET OBITH
IIOCTENIEHHO VYBEJIMYEHA, €CIU I[IO3BOJISIET IIEPEHOCHMOCTh, HO HE JOJ/DKHA IIPEBBIMIATh
5 wmr/kr/eyr. Jlig  JOCTHXKEHHUS  VIAOBJISTBOPUTEIBHOIO KIMHUYECKOIO OTBETA MOXKET
noTpeGoBaThest 10 12 HesleNb Tepaluy mpenapaToM JKkopai®.

Iooodepoicanue pemuccun

JUtst moiepKUBatoniel Tepaliu Ao3y cielyeT noa0upaTh WHAMBHIYAIBHO, B 3aBUCHMOCTH OT
IIepeHOCHMOCTH IIpernapara, Jo3a JUIl HOJ/Iep KUBAIOIIeH Tepalluu J0JDKHAa ObITh MUHUMAJILHO
s dekTHBHON.

[Ipemapar  Dxopan®™  MOXKHO  NPHMEHATh B COUETAHHH ¢  HU3KHMH  JI03aMH
[JIIOKOKOPTUKOCTEPOU/IOB  H/MIIM HECTEPOMJIHBIMH IPOTUBOBOCHAIUTEIILHBIMU IIpeliapaTaMH.

Jleuenne IpenapaTomM 3K0pa.n® MOKHO TaKKE COUCTATh ¢ HEACIIBHBIM KYpCOM METOTpPEKCaTa B



COOTBETCTBYET 3K(

HU3KUX Jlo3aX y TMAlHWEHTOB ¢ HEYJAORI TBopHTéH%ﬁriri]f:*j&fEé ! [Moﬁ(’r:i‘é'ﬁllhmo

MeToTpekcaTtoM. HauanpHast Jo03a npenapara Dkopan® cocTaBiseT 2,5 MI/KI/CYT, pasjieieHHas
Ha 2 TpHeMa, TPH 5HTOM JI03Y MOXKHO VBEJIHMYHBATH JIO YPOBHS, JHUMHTHPYEMOTO
MIePEHOCHUMOCTHIO.

Heghpomuueckuit curopom

Hocmuoicenue pemuccuu

JIIst MHIYKITUA PEMUCCHH peKOMEHIyeMast J103a COCTABIISIET A0 5 MI/KT/CYT, pa3je/ieHHas: Ha 2
pHeMa, JJIsl B3pOCIIbIX MAIUEHTOR ¢ HOpMAIbHOU (YHKI[UEH MOYEK, He CUUTAsl IPOTEUHYPHIO.
Y ManueHTOB ¢ HapyIICHHSIMH (PYHKIIMHM TMOYEK CpeJHEH CTeNeHH TSDKECTH (KOHICHTpPAIIHS
KpeaTHHHHA B TUla3Me KpoBH He Oosiee 200 pumoip) HaudasbHAs J1o3a HE JIOJDKHA TIPEBBIMATH
2,5 wr/kr/eyr B 2 mnpuema. Jlody HeoOXoJauMo MoAOHpaTh HHIUBHAYAIBHO, C YUYETOM
mokazarenei >pdexkTUBHOCTH (MPOTSUHYPHUSI) U 0e30MacHOCTH (KOHICHTPAIUS KpeaTHHUHA B
I1a3Me KpOBH), HO He CIIeIYeT MPEBBIMATE JI03Y 5 MI/KI/CYT, pa3/ielIcHHYIO Ha 2 MpHeMa.
loooepocanue pemuccuu

JUtst mojjep KuBalonmed Tepaluu 03y CJIeyeT MOCTeNeHHO YMEHBIIMTH J0 MHHHMAJIbHOH
s dexTUBHOMN.

[TocKoJIbKY Y HAllMeHTOB JAaHHON KaTeTOpHH IIpU NPUMEHEHHH IIpenapata DKopai® BO3MOXKHO
pPasBUTHE WM TPOTPECCUpPOBAHUE HapyIIeHUA (PYHKIUK MOUYCK, NMPH MPUMEHEHHHU Tpernaparta
caenyet ¢ OoJbIIed YacTOTOM KOHTPOJUPOBATh MokazaTeau GpyHkIuM nouek. [Ipu ypenuueHuun
KOHI[SHTpAIIMK KPeaTHHHHA B TUTa3Me KpoBH Gosiee yeM Ha 30 % 1Mo CpaBHEHHIO ¢ MCXOJHBIMHU
3HAUEHMSIMH, 03y TIpemapara Jkopan® cleayeT yMeHbIIHTh Ha 25 - 50 %. HeoGxommmo
ofecreyuTh THIATEIbHBIA KOHTPOJIb COCTOSIHUS JAHHBIX MAllUEHTOB.

Eciu mociie 3-x Mecsier JIeUeHHS] HE YAATIOCh JIOCTHYD YIIYUIISHHUS COCTOSHHSI TAI[HCHTA,
npenapat DKopaa® clielyeT OTMEHHTb.

Ecid mpH TpoBeJeHHMH MOHOTEpAalHMH IIpemapaToM DJKopaa® He yJaeTcsl JIOCTHYb
VIOBJICTBOPUTEIbHOTO  5(dekTa, ©0COOGHHO Y  CTCPOHIOPE3UCTCHTHBIX  TMAI[HCHTOB,
pPeKOMEH/IyeTCs] KOMOMHUPOBAHHASI TepPAIUs ¢ HU3KUMHU JIO3aMH TJIFOKOKOPTHKOCTEPOUIOB IS
[IPUMEHEHHUSI BHYTDb.

B psjie ciIydaeR y NAI[MEHTOR ¢ HeppOTHUECKHAM CHHJPOMOM, TIOJNYYAOMUX Hpenapat Dkopai®,
3aTPY/IHEHO BBLISIBJICHUE MPUUYMHLI BOZHUKHOBSHHS HapyIIeHUH (QYHKIHH TMOYeK (MOCKOJIbKY
IPUYUHON MOJKET SIBJISITHCS KaK JISUeHHE TpenapaToM, Tak U OCHOBHOE 3abosieBaHue). B peakux
CIy4asix y TAllUEHTOB ¢ HE(PPOTHUECKUM CHHIPOMOM HaOIIONAJIOCh U3MEHEHHE CTPYKTYPBI
MOYeYHOW TKAaHM, BBI3BAHHOEC TPUMEHCHHEM TIperapaTta, H HE COIMpPOBOMKIAIONIEeCs
BBIpQJKCHHBIM YBEJIMUCHHEM KOHIIEHTPAIlUU KpeaTHMHHHA B IUIazMe KpoBH. Takum obGpazom, y

HAI[HCHTOR €O CTEPOHI03aBUCHUMON (GopMON HepomaTHH ¢ MHUHUMAIBHBIMH H3MECHEHHUSIMHU,
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MOJIVHAKOIIUX JICUCHHUC IIpeliapaToM JOJIBIIE

MpoBeIeHUSI OUOTICHH TTOYCK.

Ipumenenue y omoenvHvix Kamezopuil RAYUEHIMOE

Hayuenmul ¢ HapyueHuem QyHKYUN noYex

Bee noxazanus

[{ukJI0CTIOpUH B MUHHUMAJILHOM CTEIIEHH BBIBOJIUTCS MOYKAMHU, U HapyIIeHUe (PYHKIUU MMOUSK He
BITHSICT Ha ero (papMaKOKMHETHKY. BMecTe ¢ TeM, ¢ YUeTOM €T0 BO3MOKHON He(pOTOKCHIHOCTH,
PEKOMEH/I0BAHO MPOBE/ICHUE TIATEIBHOTO KOHTPOJISI (PYHKIIMH MTOYCK.

loxkazanus, He céa3aHHbBIE C MPAHCHLAHMAaYUEN

[TarueHTHl ¢ HapylmieHHeM (QYHKIHU MOYEK, 3a UCKIIOUeHHeM He(ppOoTHUSCKOTO CHH/pOMa, He
JOJIKHBI TIOJTYYaTh MUKJIOCTIOPUH. Y TAIMEHTOB ¢ He(PPOTUUSCKUM CHHIPOMOM U HapyIIeHHEM
(GYHKIUH TOYeK HadaIbHAs /1032 TperapaTa He JODKHA MPEBhIMaTh 2,5 MI/KI/CYT.

IIpu yBenwuenuu koHneHtpaiuu kpeatunuHa (KK) B mmasme kpoeu Gosiee dem Ha 50 % mo
CPABHEHHIO ¢ UCXO/HBIM 3HAUCHHEM, HEOOXOJUMO YMEHBIIUTH 103y HUKJIOCTIOpUHA OoJiee ueM
Ha 50 %.

Hayuenmur ¢ HapyueHuem QyHKYUN nedenu

YMeHbIICHHE JI03bI MOMKET MOTpeGOBaThCS y TAIlMEHTOB ¢ HapylmieHHeM (QVHKIUU TEUeHU
TSDKEJIOM CTeNeHU U1 TOJJep’KaHWsl KOHLIEHTpAllMM IpernapaTa B IUIa3Me KpPOBH B
PEKOMEH/TYeMOM JIHara3oHe.

Hlayuenmot 6 sozpacme < 18 nem

OMNBIT TIpEMEHEHHs Tpenapata Dkopan® y JeTeil B BospacTe MeHee | roja oTcyTcTByeT. llpH
IpHMeHEeHHH TIpenapata DKopal® B peKOMeH/I0BaHHBIX /103aX y JeTell B BozpacTe Gomee 1 roga
npoduis 6e30MacHOCTH TpenapaTa ObL CXOJHBIM ¢ TaKOBBIM Y B3pPOCIBIX MAIUeHTOB. B psine
WCCIeIOBaHUH ObUIO YCTAHOBJCHO, YTO Y MAIMSHTOR JIAHHOM KaTerOpHH ISl JIOCTHIKEHHUS
HEOOXOAUMOMN KOHIICHTPALIMM IUKJIOCTIOPUHA B TJIa3Me KPOBH, BO3MOJKHO NpUMEHEeHHE OoJiee
BBICOKHX /103 TIpemnaparta (B mepecueTe Ha Maccy TeJa).

V nereit mpemapat Dkopan® He cliefyeT NPHMEHSTh IO TOKA3aHHAM, He CBSI3AHHBIM ¢
TpaHCIUIAHTAIMEH, 32 UCKITIOYCHUEM He(PPOTUUSCKOTO CHHJIPOMA.

Hegpomuueckuit curnopom

JIJIst TOCTHIKEHUSI pEMHUCCHUU PeKOMEH TyeMasl T03a COCTABIISEeT 10 6 MI/KI/CYT, pa3/ie/icHHas Ha 2
mpueMa JUIsl JIeTed ¢ HOpMaJlbHOM (YHKIIMEH MOueK, He CUUTasi NMPOTSHHYpHUIO. Y JIeTeH ¢
HApYIICHUsMH (YHKIIMM TOYeK CpeJHEeH CTeleHU TsDKeCTH (KOHIGHTpAIusl KpeaTHMHHWHA B
ma3Me KpoBH He Gosee 140 uMoJib) HavalbHAS JTo3a HE JIOJDKHA MPEBBIMIATh 2,5 MI/KT/CYT B 2

npuema. Jlozy HeoOxonuMo moAOUpaTh HUHAMUBHAYAIbHO, ¢ YYeTOM IOKasaTesiel
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spdexTuBHOCTH (MIPOTEUHYPHST) U GE30MMACHOC

HO He CJIeyeT IPEeBbIIIaTh 103y 6 MI/KI/CYT, pa3Je/IcHHYIO Ha 2 IpHueMa.

JUisi mopjepikaHMsl PEMHUCCHUH pPEKOMEHAyeMble J103bl AHAJOTUYHBI J03aM JUISL B3pOCIBIX
HAIUEHTOB.

Hlayuenmoi 6 603pacme = 65 nem

ONBIT TpUMEHEHHs] Tpenapata DKopal® y MAalMeHTOB JAHHOM KaTerOpHHM OTpaHHYEH, IIPH
IIPUMEHEHUH IIpelapaTa B  PEKOMEH/JOBAHHBIX J03aX HEe  BBIIBJICHO  HapyIIeHHH,
3aCIy’KUBAIONUX 0COO0T0 BHUMAHHMSL. Y IMAllMEHTOB ¢ PEBMATOM/IHBIM apTPUTOM B BO3pacTe =
65 JeT npu Tepanuy MUKIOCIOPUHOM B TeueHHUe 3-4 MecsIeB Yallle pa3BUBaIach CUCTOJINYESCKAs
apTepHaJibHasi TUIIEPTEH3Ms M IOBBIMICHUE KOHIEHTpAIlMM KpeaTHHWHA B IUIa3Meé KpOBU Ha
> 50 % BBIIIIe HCXOHOT'O 3HAUSHHSL

HeoOxoqumMo ¢ OCTOPOXKHOCTBIO IMOAOHUPAThH 03y IUKIOCIOpPHHA JUIsI IAIMEHTOB JaHHOU
BO3pACTHOH KAaTeroOpuH, HaUMHAsl ¢ HAUMEHBINEH, B CB3M ¢ OOJbIIeH YacTOTOM HapyIIeHHS
(YHKIMHM II€UeHM, MOYeK WJIM cep/lla, a TaKXKe pa3BUTUS MATOJOTMYECKUX COCTOSHUH
BCJIEJICTBHE HAJIUYMS CONYTCTBYIOMUX 3a00JIeBaHUM M OJHOBPEMEHHOTO IPUMEHEHMs APYTHX
JIEKapCTBEHHBIX IIPENIapaToB.

Koppexyus pesicuma Oozuposanus npenapama npu passumuy Hapyueruti QyHKyuu novex y
NAYUeHmMos ¢  SHOOZCHHLIM — YEEUMOM, NCOPUAZOM,  QIMONUYECKUM — OepMamumom i
DECMAMOUOHBIM APINPUINOM

IlockombKy NpH TIPMMEHEHHH Hpenapara DKopal® BO3MOXKHO Pa3BUTHe HapylleHHe (DYHKIIHH
IIOYEK, 70 Hadajla IPUMEHEHHs Ipenapara HeoOXoauMo ompenesuTs ucxoanyo KK B miazme
KpOBH B KaKk MHHHMMYM IpH JIByX H3MepeHMsX. KK B miazMe KpoBH cieyeT OIpeIessiTh ¢
He/IeJIbHBIMH HHTEpBAJlaMH Ha TPOTSDKEHHMHM 2-X MeECdAIeB MOcCjIe Hadajga Tepanuu. B
nanpHedmem, ecad KK B miasmMe KpoBH ocTaeTcsi CTaOWIBHOHM, oOIpesesieHHe Clie/lyeT
IIPOBOAUTL eKeMecsigHo. bonee dYacTeilf KOHTPOJIb HEOOXOJMM IIPH YBEJIUUYESHUHU O3Bl
npemapata Dkopal® M OpH HpUMEHEHHH CONYTCTBYIONEH TepamuM HecTepOHTHBIMH
IIPOTUBOBOCTIAJIUTEIILHBIMHY IIpellapaTaMU WM IIPH YBEJIMYSHUH UX J03bI.

IIpu ypenmuenun KK B mmasme kpoBu Oosee ueM Ha 30 % MO CpaBHEHHIO C HMCXOJHBIMH
3HAUCHUAMHU B 2-X U Gojee mamepeHusix (naxke, ecau KK ocraeTcst B mpejenax HOPMBI) J03Y
npenapata Dxopan® cieyeT yMeHbIHTh Ha 25 - 50 %. Ilpu mopsimenun KK Gonee yem Ha
50 % 1o CpaBHEHHIO C HCXOJHBIM, CJIEAYeT pPacCMOTPETh BO3MOKHOCTH JaJIbHEHIIETO
YMEHBIISHHUsI [103bl. EC/IM yMEHBIISHHE J103bl NIpenapara He NpHUBOAUT K ymeHbleHHI0o KK B
IWia3Me KPOBHM B TEUSHHMe OJIHOTO Mecslla, JeYeHHe MNpermapaTtoM DKopal™ JOJDKHO ObITh

MpeKpaneHo.
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COOTBETCTBYET 3K(

Ilo0ounoe neiicTBHE

HaubGonee pacnpocrpaneHHble HexenatesbHble peakiiuu (HP) Ha done Tepanuum npenapatom
Dxopan®, BHIARICHHBIC B KIMHHYSCKHX HCCIIC/IOBAHMSAX, BKIIOYAIOT HapylmIeHHe (GYHKIHH
MOYEK, TPEMOp, THUPCYTH3M, apTepHAIbHYIO THUIEPTEH3HIO, JHAPEl0, AHOPEKCHIO, TOIIHOTY,
PBOTY, MHKPOAHTHOINATHYECKYI0 TeMOJIMTHYSCKYIO AHEMHI0O M IOCTTPAHCIUIAHTAIMOHHBIM
CHUH/IPOM JIUCTAJILHBIX OT/ICJIOB KOHEYHOCTEH.

Mmuorue HP, cBszaHHbIe ¢ TpHUMEHEHHEM ITUKIIOCIIOPUHA, JO303aBHCHMbBI U OOpaTHMbI TIpU
ymeHbIeHUH J03bl. CriekTp HP B memom oquHaKOB NPH pa3/IMYHBIX ITOKA3aHUAX, XOTs 4acToTa
U TDKeCTh TMOOOUYHBIX dS(PGPeKTOB MOXKET BapbHpOBaTh. Y TAIIUCHTOB, TIEPEHECIINX
TpaHCIUIAHTAIMIO, U3-3a OoJjiee BBHICOKOM J1O3bI M OoJbIIeH MPOAOIKUTEIFHOCTH JICUSHHUS
noGouHbie 3(PQeKThl BCTpeUaloTCs Hame W oObIuHO GoJiee BBHIpAKEHBI, UYeM Y MAI[UCHTOB C
JIPYTUMHE 3200 ICBAHUSIME WITH COCTOSHHSIMH.

[Ipu BHYTPUBEHHOM BBEJICHUH ITUKJIOCTIOPUHA OTMEUAIIUCH CITyYaH Pa3BUTHS aHA(DUIAKTOU/THBIX
peaKIui.

Hnghexyun

Y [DanueHTOB, MOJYYAIOMIMX HWMMYHOCYIPECCHBHOE JIeUEHHME IMKIOCIOPHUHOM, WM
KOMOMHHPOBAHHYIO Tepaluio, BKIIOYAIOMYIO MUKJIOCTIOPHH, VBEIHYHBACTCS PUCK pPa3BUTHUS
JOKAJIbHBIX W TI'CHEpPAJM3OBAHHBIX WHQPEKIUH (BUPYCHOHM, OaKkTepHaIbHOH, T'pPHOKOBOM
STHOJIOTUH) W Tapa3uTapHbIX HWHBa3WH. Takke BO3MOXKHO OOOCTpeHHME HMEBIIHMXCSA paHee
HH(QEKITHOHHBIX 3a00JIeBaHUN WM PEaKTHBAIUS TOJTHOMABHPYCHON MH(EKIMH U3 JATCHTHOTO
COCTOSIHUSL, MPHUBOJAMIAs K  Pa3BUTHIO IOJHOMABHPYCHOW  HedpomaTtuu, 0CoOSHHO
accoruupopanno ¢ BK  Bupycom, wuium MynbTHQOKAIBHOU  JISHKOSHICATOIATHH,
acconuupopanHoir ¢ JC pupycom. Coo0manoch O pa3sBUTHH TSDKEIBIX HH(EKITHOHHBIX
MOPAKEHUM, B psiJIe CIIyTaeB ¢ JICTAILHBIM HCXO/IOM.

Jumponponugpepamuenuvie 3a0016aHUS U 3NOKAUECEEHHBLE HOBO0OPA306 AHUS

Y DalMeHTOB, MOMYYAOMIMX HMMYHOCYIPECCHBHOE JICUCHHME IMKIOCIOPUHOM, WIH
KOMOMHHPOBAHHYIO Tepalvio, BKIIOUYAIOMYIO NHUKJIOCHOPHH, VBEIUYHBACTCS PUCK pPa3BUTHUSA
auMpom, TumMporniposudepaTUBHLIX 3a00JICBaHHH M 3J0KAYSCTBEHHBIX HOBOOOpa3OBaHHH,
O0COOCHHO CO CTOpOHBI KOXH. YacToTa pasBUTHS 3JI0KAYSCTBEHHBIX HOBOOOpa3oBaHHU
BO3pACTACT MIPHU YBEJINUYSHUHU HHTCHCUBHOCTH U JUIUTEILHOCTH UMMYHOCYIIPECCUBHOU TEPATTUU.
[IpuBeneHHble HHKE JaHHbIE CYMMHUpPVIOT HH(popMmaiuioo o HP, 3apeructpupoBaHHBIX B Xo0je
KJIMHUYECKUX MCCISOBAaHUM, a Takke JaHHble 10 mpodmio Oe30MacHOCTH Ipernapara,
MOJIyYeHHbIE B XOJE €ro IpUMEHECHHMs B KJIMHHUYSCKOW mnpakTuke. HP crpynnupoBansl B
COOTBETCTBHU C KJIacCH(pHKanuel opraHoB M cucTteM opranoB MedDRA, mepeduciieHbl B

MOopsAAKE YMCHBIICHHA WX 3HAUYHMOCTH. KpI/ITepI/II/I OIICHKK YaCTOThbl BO3HUKHOBCHUSI
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HCKCJIATCIIbHBIX peaKHHﬁI «OYCHb YaCTO» (Z

(= 1/1000 - < 1/100), «penko» (= 1/10000 - < 1/1000), «ouens peako» (< 1/10000), Bxirouas
oTAenbHbIe cooOmenus. I[lockoiabky B MOCTMAapKeTHHTOBOM Iepuojie coobmenusi o HP
MOCTYHAIOT B JIOOPOBOJIBLHOM TOPSIKE W3 MOMYJISAIMHA HEOIPE/ISICHHOTO pa3Mepa, JOCTOBEPHO
OIIEHUTh YAacTOTY MX BO3HUKHOBEHHSI HE IIPEJCTABIISIETCS] BO3MOJKHBIM, B CBSI3HM € HeM JUIA
nanubiX HP ykazano «wacmoma Heuzgecmuay.

Hapyuienus co cmoponst Kposu 1 TUMQPaAmudeckol cucmemsl: 4acmo - TeHKOTICHUST, HeYacmo -
aHeMUsl, TPOMOOLIUTONICHHUS, pedko - TPoMOOTHUECKass MHKPOAHTHONATUs (B TOM YHCIE
TpoMOOTHUECKAsT TPOMOOIUTONICHUUSCKAS IYPIYpa, TEMOJIUTUKOYPEMHUISCKUN CHH/IPOM).
Hapyuienus co cmoponst 0oMeHa seiyecms 1 nUmanus: o4eHb 4acmo - TUTIEPIIUNUAISMHUST, Hacmo
- AaHOPEKCHSI, TUIICPYPUKEMHUS], TUTICPKATUEMHUSL, TUIIOMATHUEMUST;, PEOKO - TUTICPTIINKEMHUSL
Hapyuwenus co cmoporsl HEepeHOl cucmembvl: OYeHb Hacmo - TPEMOp, ToJIoBHast 00Jib, B TOM
YHCIIe MHUTPEHB, YQCcmo - TAPECTe3WH, Heydacmo - TPU3HAKH SHICPATONATHH, B TOM YHCIE
pasBUTHE CHHJApoMa oOpaTuMoi 3agHe »HIedatonatu (303) ¢ TAKUMH TPOSIBICHUSMU KaK
CYJIOPOTH, CIYTAaHHOCTh CO3HAHUS, JE30PUSHTAIMS, 3aMEUICHHOCTh peakIMi, BO30YMIeHHE,
OeccoHHUIA, HApYIICHHE 3PESHMS, KOPKOBasl CJeMoTa, KOMa, Mape3, MO3KEUKOBasl aTaKCHS,
peoxo - MOTOpHAsl TOJIMHEUPOTIATHS, OYeHb PedKo - OTeK JIUCKA 3pUTeNIbHOTO HepBa (BKJIFOUAs
COCOK 3pUTEJIBHOIO HEpBAa) ¢ BO3MOJKHBIM HapylIeHHEM 3peHHs B  pe3yJibTare
T0OpOKauUSCTBEHHON BHYTPUUSPEITHON THIICP TSH3UH.

Hapyuienus co cmoponsl cocy0os: O4YeHb Hacmo - TOBBINICHHE apTePHAIBHOTO JaBIICHHUS
(15 - 40 %); uacmo - NPUIIUBHI.

Hapywenus co cmoporvl nuiyyes apumenvHoll Cucmemot: O4eHb 4acmo - YMEHBIICHHE alllleTUTA,
TONMIHOTA, PBOTA, TUCKOMMOPT B JKMBOTE, JUapes, THIEPIUIA3Hs JISCCH; Yacmo - TeNTHYSCKAs
sI3BA.

HapymeHuﬂ cO  CMOPOHbL nevyeHu U Z)fCQJl’-(@@bISOC)}IW’LDC nymezi: OUEHb yacmo -

I'CIIATOTOKCHYHOCTD, Q@C)KO - IAaHKPCATHUT.

Hap)weh'uﬁ CO CMOPOHbBL KOXCU U NOOKOJCHBIX MKAHEl: OYeHb 4acmo - TUIICPTPUXOZ, HACHO -
AKHE, CbIIIb, HEYACHO - KOMKHBIC AJUVICPIrHYCCKUC PCAKIIUH.

HapyzueHuﬂ CO CHIOPOHBbL CKENeMHO-MbIUIEUHOT 1 COCOUHUMETbHOTE MKAHI: YACMO - MBIIIEYHbIS

CIIa3MbI, MHAJITHST, Q@@KO - MbIIICYHAasA CJ'I3600TB, MHUOIIATHS, YACMOMA HEUZEECHIHA - 00JIb B

HUKHUX KOHEUHOCTSIX.
Hapyuwenus co cmoponvl nodex 1 Mouessl600aux nymeli: o4enb 4acmo - HapyimeHue QpyHKITuu
nouek (gactora ganHoro HS 10 - 50 % B 3aBUCUMOCTH OT MOKA3aHUS).

Hapyuienus co cmopornst nonogvlx OpeaHos i MOLOUYHOU Jicene3vl. peoko - MeHCTpyalibHbIe 00N,

THHCKOMAaCTH:L.
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Obuue paccmpoiicmea 1 HapYUeHus 6 mecme

Heyacmo - YBEIMUSHHUE MacChl TeJla.
B mocTMapKeTHMHTOBOM TepHUOJEe OTMEUSHBbI CIyU4aW TemaTOTOKCHYSCKOTO BO3JICHCTBUA
[UKJIOCIIOPHUHA, BKJIIOYAsl XOJIECTa3, JKEJITYXY, TellaTUT U MEeYSHOUHYIO HeJ0CTaTouHOCTh. Kak
IpaBWIO, OHTH TAIMEHTHI HUMEJIH CONMyTCTBYIONMUE 3aloJieBaHMsL, Tpepacloiararomue
COCTOSIHUS, JIpyrue (GakTophl PUCKA, BKIIOUYAs WH(PESKIMOHHBIC OCIOXKHEHUS, WIH TOIydasd
IUKJIOCTIOPHH OJHOBPEMEHHO C JIDYTUMH TpernapaTtaMu, oOJaJalolUMU TelNaTOTOKCHUSCKUM
nevicteueM. HekoTopele cilydaW, B OCHOBHOM Y IAI[MEHTOB IIOCJIE TPaHCIUIAHTAILUH, HMEJH
JICTAIBHBIM UCXO/I.

Bonv 6 nusicHux koneuHocmsax

[Ipu npuMeHEHUH ITUKIIOCTIOPUHA TTOJYUSHBI OT/e/IbHbIC COOOIMISHHS O CIydasiX pa3BUTHsL 00JH
B HHKHHX KOHEUHOCTSX, KOTOpas SIBJISISTCS] OJTHAM M3 COCTABJSIIOMIMX OOJIEBOTO CHHJIPOMA,
CBSI3aHHOTO ¢ MPHUMEHEHHEM HHTHOMTOpPOB KaibllMHEBpUHA (calcineurin-inhibitor induced pain
syndrome - CIPS), onmucaHHOTO B IUTEPATYPHBIX HCTOUHHKAX.

Ilepeno3upoBka

CHMIOTOMBI: JaHHBIE O CIydasX MepeJO3MpOBKM MpelapaToM JKopail® orpaHuueHel. Ilpu
MpUeMe BHYTPh HMHKJIOCTOpHHA B Jioze Jo 10 1 (okomo 150 mr/kr) B OOJBIIHHCTBE CIydach
OTMEYAJIUCh HE3HAUYMTEJIbHO BBIPAKEHHbIC KIWHHUUYECKHE MPOSIBJICHUS, TaKHe Kak pBOTa,
TOJIOBOKPYIKEHHE, TOJIOBHAS 00Jib, TaXUKapAus. B oTIenbHBIX ciaydasx HaGMIo1aloch pa3BUTHE
HapyiieHus: (QYHKIAA T[OYeK CpeJIHeH CTemeHH TspkecTH. OpHako Tpu  ciaydalHoOU
NAapeHTePAILHOU IIepe/IO3UPOBKE ITUKIOCIIOPUHOM Y HE/IOHONICHHBIX JIeTed B HEOHATAJIbHOM
nepuoje coolIalioch 0 Pa3BUTHH TSDKEJIBIX TOKCHUSCKUX OCIIOKHEHUH.

JledyeHHe: CUMIITOMATHYECKAS TepAs, CISIU(PUISCKOTO aHTH/IOTA HE CYIIECTBYeT.

B TeueHue mepBbIX 2-X YacOB IOCJIe NMPUEMa BHYTPh IpemnapaT MOXKHO YAAJIUTh U3 OpraHU3Ma,
BBI3BAB PBOTY WJIH IIyTeM MPOMBIBAHUS KeayaKa. [[MKIOCTIOpUH MPAKTHUUECKH HE BBIBOJUTCS
MIPU TeMOJUATU3E U TeMoTep(y3UH ¢ UCTIOIb30BAHUEM aKTUBHPOBAHHOTO YTJISL.
BzaumoneiicTBie ¢ APYTUMHU JIeKAPCTBEHHBIMI CpPeIcTBAMHU

Kombunayuu ¢ yuxniocnopuHom, He pekomeHoyemslie K nPUMEHeH U0

Bo Bpewmst edeHHs IUKJIOCTIOPHHOM BaKITMHAIIHS MOKET ObITh MeHee »((PeKTHBHOM.
HeoGxoqumo u3beraTh MPUMEHEHHUS JKUBBIX ATTCHYUPOBAHHBIX BAKITHH.

Kombunayuu ¢ yuxnocnopurom, mpebyouue ocmopolICHOCMU

Crnenyer coOmrofaTb  OCTOPOJKHOCTH INPU  NPUMEHEHMHM  IUKIOCIIOPUHA  BMeECTE ¢
KaJTuicOeperalouMy  TipenapataMu  (KaauicOeperalonuMu  JUYpeTHKAMUA, HHTUOUTOpaMHU
aHTHOTCH3HUHIpeBpararonero gepmenta (AIID), aHTAarOHUCTAMHU PENENITOPOB aHTHOTeH3HHA 11

(APA 1II)) wim npenapaTaMy, COASPIKAMUMH KaJIUH, TaK IIPH UX OJJHOBPEMEHHOM IPUMEHEHHH C
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COOTBETCTBYET 3KI

OT UZL.UB

G (MOCHENOE
HUKJIOCIIOPHUHOM BO3MOZKHO Pa3BUTHUE BBIPAMKCHHOU FI/IHQBK’&JTI;@M%PI.D' ;

[Ipu oTHOBpEeMEHHOM MPUMEHEHHUH IMKJIOCTIOPHUHA U JICPKAHUUIIUHA OTMEUASTCS YBEJIMUCHUE
AUC nepxanpaunuaa B 3 paza u yBeauwuenue AUC mukinocmopuHa Ha 21%. Cruepyer
cobmoaaTh  OCTOPOXKHOCTL  TPU  OJHOBPEMEHHOM  NPUMEHEHHHM  IHMKJIOCMOPHHA U
JIepPKaHU/IATIHHA.

CrietyeT cobII0[aTh OCTOPOXKHOCTS HPU INPHMEHEHHH IIpenapara DKopan® ¢ MeTOTpPeKcaToM y
MAIACHTOB C pEBMATOWJIHBIM apTPUTOM B CBSI3H C PHUCKOM YBEJIMUCHHUS CYMMAapHOU
He(PPOTOKCUYHOCTH.

Ipenapamul, yMeHbUAIOWHE AU YEETUHUEAIOUUE KOHYESHMPAYUIO YUKLOCHOPUHA

Pasznuunbie npemapathl MOTYT YBEJIWUHUBATH WIM YMEHBIIATH KOHIICHTPAIUIO IHUKJIOCTIOPHHA B
1a3Me KpOBH WJIH IeJIbHON KpOBHU OOBIUHO 32 CUET WHIHOUPOBAHUS WIHM UHIYKIIUU (PEPMEHTOB
MCYCHH, MPUHUMAIOMIUX yYacTHe B MeTaOoNm3Me ITUKIJIOCIIOPHHA, B YaCTHOCTH H30(epMeHTa
CYP3A4.

IIpu npuMeHEeHUH ITUKIOCTIOPUHA ¢ MIperapaTaMy, YMEHbIIAIOMUMH WIN YBEIMUUBAIONIUME €T0
OMOJOCTYIIHOCTL ) NAYUeHmoe nocie mpaHcnianmayuy, HeoOXOJUMO IPOBOJAUTH YacCTOE
oTIpe/ic/ieHHe KOHI[CHTpAI[MU IHKJIOCIOPHHA B IUIa3Me KPOBH U, TpU HEOoOXOTUMOCTH,
KOpPPeKTHPOBATh JI03Y IUKJIOCIIOPHUHA, 0COOSHHO Ha HAYaJIbHOM 3Talle OJJHOBPEMEHHOU Teparuu
WJIH B TIEPUOJ] €€ OTMEHBI.

YV nayuenmos, nonyuarouux yukiocnopur no nOKA3aHUAM, He C8A3AHHLIM ¢ MPaHCHIaHmayuet,
KOHTPOJIb KOHIISHTPAIIMH ITUKIIOCTIOPHHA B TIJIa3Me KPOBU HE UMeeT CYMSCTBEHHOTO 3HAUYSHHUS,
MIOCKOJIbKY /ISl TIAIIUEHTOB JIAaHHOM KaTeTOPUU B3aMMOCBS3h KOHIICHTPAIIMH IMKJIOCIIOPHHA B
KpOBH U KJIMHUYEeCKHX d(dexToR ueTko He gokazaHa. llpu mpuMeHEeHUH HUKIOCIIOpHHA ©
mpernapaTaMy, VBEJIHYHBAIONAMH €ro KOHICHTPAI[HIO B IUJIa3Me KPOBH, YacThId KOHTPOJIb
$yHKIUH TouYeKk W HaOmofeHHe 3a MoGOYHBIMU >(deKTaMu NUKIOCTIOPDHHA HUMEIOT Oolee
BAKHOE 3HAYCHHME, YeM OINpeJelicHHe KOHICHTPAIHH ITUKIOCIIOPHHA B IUIa3Me KPOBH.
Brusnue npomueosupycruvix npenapamoe npamoco oeticmeus (IHI11J)

Ha dapMakoKHHETHKY IIUKJIOCIIOPUHA MOTYT OKa3bIBaTh BIIUSIHUE U3MEHEHUS! (DYHKIUU TICUSHU
B xoje Tepanu [I1I11J1, cBsizanHbIe ¢ BhIBeIeHHEeM BUpyca renatuta C uz opranusma. s toro,
9TOOBl TApPaHTHPOBATh JalbHEHIIYIO H(PQEKTUBHOCTh Tepamuu, TNOKa3aH TINATEIbHBIN
MOHHTOPHHT ¢ BO3MOKHOW KOppPEKIHeH J03bI ITUKIOCIIOPHHA.

lpenapamul, ymenvuiawue KOHYEHMPAYUo YukloCnoOpurHa 6 niazme Kpoeu: OapOUTypathl,
kapOaMazenuH, oKckapOazenuH, (eHUTOWH, HaQUWUINH, CYIbQATUMUIAH TPU  €To
BHYTpUBEHHOM (B/B) BBEJICHUHU, OPJIUCTAT, TPUMETOIIPUM TIPH ero B/B BBEJACHUHU, pUDaMITHIIHH,
OKTPEOTH, MPOOYKOJI, MpemapaThl, cojiepkamue 3Bepodoi mpossipseieHHbId (Hypericum

perforatum), TUKJIONUAWH, CYIb(UHTTHPA30H, TepOuHaduH, O03eHTaH.
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Hpenapambz, yeenuuusaroiue KOHYEHMPAYUIo

XJIOPOXHH, psi AHTUOMOTUKOB-MAKpOJUJAOB (HAPUMEp, SPUTPOMHUIMH, Aa3UTPOMULIUH U
KJIAPUTPOMMIIMH), TPOTHBOTPUOKOBBIE Ipenaparhl (BKIIOYAs KETOKOHA30J, M B MeHbIIeH
CTeNleHU (PIIYKOHA30JI, HMTPAKOHA30Jl, BOPUKOHA30J), JWITeazeM, HUKapJUIIHMH, BepalaMul,
METOKJIOIIPAMHUJ], IIEpOpajIbHble KOHTPALCIITUBEL, JaHA30J], MeTHUIIIIPEAHU30JI0H (BEICOKHE JI03BI),
AJUTOMYPUHOJL, aMHO/IapOH; XOJICBAsI KHCJIOTA M €¢ MPOU3BOIHBIe, HHTHOUTOPHI IpoTeassl BUY,
UMATHHHUO, KOJIXHUITUH, He(a30/I0H.

Huwesoe ezaumooeticmeue

Hmerotess coolbmeHust 0 TOM, UYTO TpeUN@pyTOBBIM COK YBEJIWYMBAET OHOJOCTYIHOCTH
IIUKJIOCTIOPHHA.

Ilpenapamul, Komopvie MOSym Yycumueamv Heppomoxcuieckoe oOelcmeue YukioCnopuna
IIpu ogHOBpEeMEeHHOM IIPUMEHEHUHU ITUKIIOCIIOPHUHA ¢ IperapaTaMy, KOTOpble MOT'YT YCHJIUBATh
ero He(pOTOKCHUYECKOe JeHCTBHE, HEOOXOAUM TINATSJIHHBIM KOHTPOJbh (YHKIHMM HOYeK (B
YacTHOCTH, KOHIIEHTpAIlMM KpeaTWHWHA B IulasMe KpoBH). IIpW BeIpakeHHOM HapyIIeHHH
(YHKIIMHU [TOYEK CJIelyeT YMEHBIIUTS /103y IIpenapara WM CMEHUTh CXeMY Tepalluu.

CrneftyeT cobuII0/1aTh OCTOPOKHOCTh TIPH OJTHOBPEMEHHOM NPHMEHEHHH IIpenaparta Dkopai® ¢
npenapatamMu, o0JaJaloMMUMHA He(POTOKCHUSCKUM JSHCTBHEM: aMHUHOIJIMKOZHIAMH (BKJIFOYAsI
TeHTAMHUIMH, ToOpaMuIlMH), amdoTepuruHoM B, 1UNpoduIoKcalluHOM, MaHHHUTOJIOM,
MesIdalaHOM, KO-TPHUMOKCA30JIoM (TPHUMETONPHM + CYIb(PaMeTOKCa30J), BAaHKOMHITHHOM,
HECTePOUITHBIMH TPOTHBOBOCTIATUTEIbHRIMU TipemapaTamu (HIIBII) (Bxmouas nuxinodeHak,
UH/IOMETAllUH, HAllpOKCEH, CYJIUH/AK), OokaTopaMy H2-rucTaMUHOBBLIX pellelTOpoB (BKJIFOYAsT
LUMETHVH, PAHUTHINH), METATPEKCATOM.

Crnenyer uzberath OJHOBPEMEHHOTO IPUMEHEHHS NMKJIOCIIOpPHHA ¢ TAKPOJIUMYCOM, T.K. 3TO
MOJKET MPHUBOJAMTH K YBEJIMUCHHMIO pPHCKa pa3BUTUA HepoTokcHuHOCTH. OJHOBpPEMEHHOE
IpUMeHEeHHe JAuKIopeHaka U [HUKJIOCIOpHHA  MOXKET  3HAYUTEJIbHO  YBEJIMYUBATH
OHOJIOCTYITHOCTh JIUKJIO()EHAKA, ¢ BO3MOXKHBIM Pa3BUTHEM OOpaTUMOTO HapyIeHUs (PyHKITUH
[OYCK. YBeJIMYeHHEe OHOJOCTYITHOCTH AUKIO(PEHaKA, BEPOSTHEE BCETO, CBSA3AHO € 3aMe/IJICHUEM
ero Merabosiu3Ma IpH “TIepBOM NPOXOKICHUH ™ depe3 MedueHsb. [Ipu npuMeHeHUH O JTHOBPEMEHHO
¢ IUKJIOCTIOPUHOM HECTEPOH/IHBIX IPOTUBOBOCIIAJINTEIIBHBIX IIPENAapaToOB ¢ MEHEE BBIPAKSHHBIM
s¢dpdexToM “TIepBOTO MPOXOKISHUS (HAPUMEp, ANSTHICATHIIIIOBAS KUCIIOTA) YBEIMUSHUS HX
OHOMOCTYITHOCTH HE 0XKH/IASTCsL

HIIBII ¢ BeipaskeHHBIM 5¢ddekToM “IepBOro MPOXOKIACHHUS X Uepe3 TMeUeHb (Hampumep,
JUKIo(QeHaK) ceyeT MPUMEHSATh B MEHBIIHUX J103aX, UYeM Yy MAaI[MeHTOB, HE IOJyYaroI[UX
IUKJIOCTIOPHH.

HmeroTcs oTnesbHBIE COOGHI@HH}I O pPAas3sBUTHH CYIICCTBCHHOI'O, HO 06paTPIMOI‘0 HapyHIIcHu:A
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COOTBETCTBYET SKCIEP

N

N

NOCNENNR
($YHKIUU T0YeK (C COOTBETCTBYIONUM YBEJIE quHeM'QOHugiﬂBaLtHH

RRHOCTE 000 e

KpOBH) Y HAIIUEHTOB II0CJIe TPAHCIUIAHTALIMHU, IIPH OJTHOBPEMEHHOM IIPUMEHEHUHU LUKJIOCTIOpUHA
¢ pou3BoAHBIME PuOpoeBoit KucIoTHl (Hanpumep, 6ezadpudpart, penodudpart). [lorTomy y sT0OM
KaTerOpUH IAllMeHTOB HEeOOXO/MMO KOHTpPOJUpPOBaTh (QYHKIHIO IOYeK. B ciaydae pazBUTHS
BBIpDA)KEHHBIX HApYIICHHH (QYHKIMM IOYeK OJHOBPEMEHHOE IPHMEHEHHE BbIMISYKa3aHHBIX
JIEKapCTBEHHBIX CPEJICTB CIIe/IyeT IPEKPaTHUTh.

Bsaumooeiicmens, npusoosuue K cunepniazui 0ecex

OpHoBpeMeHHOE TMpUMEHEHHEe HHU(EJUNHMHA M LUKJIOCHOpHUHA MOMKET IPUBOJUTH K Oolee
BBIpAJKCHHOU THIEPIUIA3UH JIeCeH, YeM Ha (DOHE MOHOTEPAIIUN ITUKIIOCIIOPUHOM.

Y nanueHTOB ¢ THIEpIUIa3Med JeceH, IMOIYYaroIUX Tepaluio IUKIOCIIOPHUHOM, CJeyeT
uzleraTh OJHOBPEMEHHOT O IIPUMEHEHUS HU(DETUTTHHA.

Kombunayuu, yeenuuusaroujue KOHYeHmpayuo Opyaux npenapamos

[TockoJIbKY THUKIOCHOPUH siBJsieTcss HHTHOUTOpoM u3odepmernta CYP3A4 u memOpaHHOTO
IIEPEHOCYMKA P-TJIMKONpOTeHHA, BO3MOJXKHO  YBEJHMYEHHE IUIA3MEHHOM  KOHIEHTPAlMH
mpenapaToB, siBjsitonuxcst cyoctparamu uzopepmenra CYP3A4 w/wm P-ramkomnpoTenHa, npu
UX OJHOBPEMEHHOM IIPUMEHEHHUH C [IUKJIOCIIOPHHOM.

[TukJIOCTIOpPHH ~ MOJKET 3aMeIATh  KJIMPEHC JINTOKCHHA, KOJIXHIIMHA, IIPEAHU30JI0HA,
uHruoutopor I'MI'-KoA-peaykTasbl (CTaTHHBI), STOMO3WAA, AJUCKHpeHa, OO3CHTaHA WK
Jaburarpasa.

Coo0manocs 0 HECKOJIBKUX CIydasiX pa3BUTHsI TSDKEJION TIIMKO3UAHOW HHTOKCHKAIIUY B TeUSHHUE
HECKOJIbKMX JIHEH II0CJIeé Hadajla JICYeHHs LHMKJIOCIIOPHHOM Y IAIMEHTOB, NPHHHUMAIONIUX
JUToKCHH. Takke HMEIOTCs COOOMEHHST O TOM, YTO IUKIOCIOPHMH MOXET YCHJIUBAThH
TOKCHUeCKUe d(PPeKThI KOIXUIMHA, HAPUMED, PA3BUTHE MUOTIATHH WIH HEHPOTIATHH, OCOOSHHO
y TAalHUeHTOB ¢ HapymieHueM (QYHKIMM Tmouek. lIpu oJHOBpeMEHHOM TNpHUMEHEHUH
IUKJIOCTIOPHHA ¢ JUTOKCHMHOM WM KOJIXHUIMHOM HEOOX0JUMO TI[AaTeJIbHOS KIMHHUYECKOES
Ha0JII0/IeHUe JUIST CBOSBPEMEHHOTO BBISBJICHUS TOKCHUSCKUX H(P(PEKTOB STUX NpenapaToB U I
peleHus Bonpoca 00 YMeHBIIEHUH JO3bI HJIK OTMEHE JICUSHUSI.

IIpn npuMeHeHWM IUKIOCIIOPMHA B KJIMHHYECKOM IPAKTHKE, a TaKKe I0 JMTepaTypHBIM
JAHHBIM, COOOMAJIIOCH O CIYyYasX Pa3BUTHs MBIMICYHON TOKCHYHOCTH, BKJIFOUAs] MBIIICUHBIC
Gonm, cnabocTh, MHO3HUT M pabpomMuonu3 Ha (QOHE OJHOBPEMEHHOTO IPUMEHCHHMS
[UKJIOCIIOPHHA ¢ JIOBACTATHHOM, CHMBACTaTHHOM, aTOPBACTATUHOM, IIPABACTATHHOM H, B PEJIKUX
ciaydasix, ¢ (¢uyBactaTuHOM. llpu  HEOOXOAMMOCTH TNPUMEHEHMSI  BBIMIEYKA3aHHBIX
JICKaApCTBEHHBIX CPE/ICTB OAHOBPEMEHHO ¢ MUKIOCIOPHHOM HEOOXOUMO YMEHBIICHHE UX JIO3BI.
Tepanuio cTaTHHAMH CJIeyeT BpPEMEHHO IMPEKpPaTHTh MWJIM OTMEHUTh Y IIallHEHTOB ¢

CUMIITOMaMHU MHOIIATHH, a TAKKE Yy INAOUCHTOB C (b&KTOpaMI/I PHCKa pPa3BUTHUA HapYIICHUA
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COOTBETCTBYET 3KCIIEP

o NOCNENORATENEHOC TR 0001
(YHKIIUU TOYEK TSDKEJION CTeTeHH, BKIIIOYAs noqeqﬁgllo -H_ém;é'-r‘ oqﬁéélfﬁl'~ﬁTopth5'/Ed o

OTHOINESHHIO K pabIOMUOJINBY.

I[Ipy HEOOXOJMMOCTH OJHOBPEMEHHOTO TIPUMEHEHHS INHMKJIOCIOPHHA €  JUTOKCHHOM,
KoaxuiHoM Wik uHrudutopamu ['MI-KoA-peaykTasel (CTaTHHBI) HEOOXOIUMO TIATEIHHOS
KJIMHUYEeCKOoe HAOJIIOJIeHUE JUISI CBOSBPEMEHHOTO BBISBJICHHMSI TOKCHUYSCKUX »(P(PEeKTOB HTUX
MpeTnapaToR U JUISI pellieHUs Bompoca 00 YMEHBIICHUH JTO3bI WIH OTMEHE JICUSHUSI.

YpenuueHWe KOHICHTpAIIUH KpeaTHHHUHA HalNIoaloch B HMCCIISIOBAHUSX OJHOBPEMEHHOTO
IPUMEHEHUsS DBEPOJIUMYCa WU CHPOJIMMYCAa € BBICOKMMH J03aMHU LMKJIOCIOpHHA B (opme
MHUKPOAMYJIbCHH. OTOT »(pdekt yacTo sBisieTcsi oOpaTUMBIM TOCIE YMEHBIICHHUS J103bI
UKJIOCIIOPUHA. DBEPOJIUMYC M CHPOJUMYC OKa3bIBAIOT HE3HAUMUTEIIBHOE BO3JCHCTBHE Ha
(apMaKkOKHHETHYECKHE  HapaMeTpbl  NHKJIOCHopuHA.  OJHOBpeMeHHOE  IpPUMEHEHHE
IUKJIOCIIOPUHA € PBEPOIMMYCOM WJIH CHPOJIUMYCOM MPUBOTUT K CYIECTBEHHOMY YBEIUUCHUIO
KOHI[CHTPAIIMK TOCJHSTHUX B IUIa3Me KpoBH. CreayeT coOoaTh OCTOPOXKHOCTh TIpH
OPUMEHEHUH LHKJIOCIOPHHA ¢ KaiuicOeperalomuMu mpenaparaMu  (KaJukcOeperaromumMu
nuypetukamu, uHTHOMTOpamu AllD, APA II) wim npenmapatamMu Kaiusi, Tak Kak TIpH
O/JITHOBPEMEHHOM IMPUMEHEHUH IUKJIOCIOPUHA ¢ BBINICYKA3aHHBIMU IIperapaTaMy BO3MOYKHO
Pa3BUTHE BHIPAKEHHOMN THICPKATHEMHUH.

Ilpu ogHOBpeMEHHOM NPUMEHEHUHU IUKIOCIOPUHA U pelarjIdHUAa BO3MOJKHO VYBEJIMUYEHHUE
KOHIICHTPAIIUHU B IUIa3Me KPOBH TOCIISTHETO U YBEJIMUSHUE PUCKA PA3BUTHS THUIIOTIIMKSMHUH.

Y  DaiueHTOB, TOJYYAIOIUX I[MKJIOCTIOPHH ¢ OO3EHTAHOM, BO3MOXKHO VBEJIHMUYCHHE
KOHIIEHTPALIMHU TIOCJISIHETO B IJIa3Me KPOBH.

IIpu olHOBpeMEHHOM NIPUMEHEHHH IMKJIOCIIOPUHA U AIMCKAPEHA OTMEYAIOCh YBeIHnUeHHE Cmax
u AUC amuckupena B 2,5 u 5 pa3 coorBeTcTBeHHO. M3meHeHMe Cmax LHMKIOCIIOPHHA HE
OTMEUAJIOCh. B CBSI3U ¢ STHM peKOMEH/yeTcsl coOII0aTh OCTOPOIKHOCTh MIPH OJHOBPEMEHHOM
MIPUMEHEHUHU TUKJIOCIIOPUHA U aAJTUCKUPEHA.

IIpu oaHOBpeMEHHOM TNPUMEHEHWH JaduraTpaHa W [HUKJIOCIIOPUHA  YBEJIUUHBACTCSA
KOHI[EHTpAIIHs TISPBOTO B IUIa3Me KPOBHU B pe3ysibTaTe CIIOCOOHOCTH IMUKJIOCTIOPUHA OKa3bIBATh
uHrubupyromiee piusiHue Ha P-rimkonporenH. Ilockonpky maburatpan o0iafaeT HHU3KHUM
TepAlleBTUUSCKUM HHJCKCOM, VBEJIMUYCHHE €ro KOHIICHTpAallMHM B IUIa3Me KPOBH MOJXKET
MIPUBOJIUTH K YBEJIIMUSHUIO PUCKA PA3BUTUSI KPOBOTCUCHUH.

IIpy o/HOBpeMEHHOM TMPOJO/DKUTEIFHOM NPUMEHEHHUHM aMOpHU3eHTaHa M IMKJIOCIOpHHA
BO3MOXKHO YBEJIHUYSHHUE KOHI[CHTPALUK 000UX IpenaparoB B IJIa3Me KPOBH.

Y mMalnueHTOB ¢ OHKOJIOTMUSCKMMH 3a00JICBAHUSIMU TIPH  OJIHOBPEMEHHOM TPUMEHEHHUH
mpemapaTa B BBICOKMX J03aX € AHTUOMOTHUKAMH AaHTPAIMKIMHOBOTO psiia (Hampumep,

JOKCOPYOUIIMH, MUTOKCAHTPOH, JIAYHOPYOHIIMH) OTMEUAJIOCh YBEJIIMUCHHUE WX KOHICHTPAIMH B
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COOTBETCTBYET 3K(

IJ1a3Me KPOBU ITPH BHYTPHUBCHHOM BBECJICHHH.

Eenu  nenvzs  usbesicamv  OOHOEPEMEHHO20 HNPUMEHEHUs YUKIOCHOPUHA U Npenapamos,
CNOCOOHBIX 63AUMOOEUCMBOE6AMb € HUM, HEOOXOOUMO COONI0Oamb CReOYIOUUe PEKOMEHOAYUY
IIpy  oAHOBpeMEHHOM NpPUMEHEHHHM IMKJIOCIIOpUHA ¢  MpemapaTtoM,  oOJIaJalolnuM
HepoTokcHUeCKUMH 3¢ dekTaMu, HEOOXOUM TIATEIbHBIM KOHTPOJIbh (YHKIHH ToYeK (B
YaCTHOCTH, KOHIICHTPAIlMH KpeaTHHWHA B TUIa3Me KpoBH). [Ipu BBISBICHHU BBIPAKCHHOTO
HapyIIeHUsT (YHKIHH TOYeK /O3y OJIHOBPEMEHHO TNPHUMEHSIeMOTo IIperapaTta cClIeayeT
YMEHBIIUTDH WIH PACCMOTPETh BOBMOMKHOCTD AIbTePHATUBHOTO JICUSHUSI.

BeposITHOCTD pa3BUTHS JIEKAPCTBSHHBIX B3aUMOJICHCTBHH BO3PACTAST Y MOKUJIIBIX TTAIIHSHTOB.
Ocolbie yrazaHu

Tepanmst pemapaToM DKopald® MOMKeT OCYMECTBISIThCA TOIBKO BpadaMH, MMEIOIIHUMH OIBIT
MPUMEHEHHS] HMMYHOCYTIPECCHH TTOCIIEe TPAHCTUIAHTAIHH.

Konmponv koHyeHmpayunu yuKiocnopuna 6 niazme Kposu

Jlnst obecrieueHusi 6e30MAaCHOCTH TMPH NPUMEHEHUH Mpemnapara DKopasl y MAIUSHTOR IOcie
TPAHCIUIAHTAIMH BaJKHO KOHTPOJUPOBATH KOHIICHTPAIUIO ITUKIOCIIOPUHA B KPOBH.

JI7151 KOHTPOJIST KOHIICHTPAIIUH [TUKIIOCTIOPHHA B KPOBH (M3MEpEeHHE KOJIMUSCTBA HEU3MEHEHHOTO
mpemnapaTa) MpeANMOUTHTEILHO HCIONb30BaHHE CeNU(PUUSCKUX MOHOKIIOHANBHBIX aHTHUTEN, a
TaKKe MeTOJla BBICOKOO((EKTUBHOW KUAKOCTHOW  xpomatorpapuu (BOXX). Ilpm
WCIIOJIb30OBAHUM TUJIA3MbI WM CHIBOPOTKH KPOBH CIIEyeT MPHUACPKHBATHCS CTaHIapTHOU
METOJUKH pa3JiesieHdss (BpeMsi W TemmepaTypa). HauanbHoe ormpeeiieHHe KOHICHTPAIUU
IUKJIOCTIOPHHA Y MAIUSeHTOR ¢ TPAHCILIAHTATOM IME€USHH CJISAYET MPOBOJUTH ¢ UCIIOIb30BAHUEM
crenu(pUIecKuX MOHOKJIOHAJIBHBIX AHTUTEJI WIM IPOBOJUTH MAapajUieIbHOE OIpeJelieHHE ¢
HCIIOJIb30BAHHUEM KaK CHCTIM(PUISCKHUX, TaK U HECTIeU(PUISCKUX MOHOKIOHATIBHBIX aHTUTEN JIJIS
JOCTHIKEHUS JIO3bI, 00eCIIeYnBAIONIeH aJJeKBaTHYIO HMMYHOCYTIPECCHIO.

Y NanueHTOB ¢ MYKOBHCIHIO30M aOCcopOIUs HHTHOUTOPOB KAIBIIHHEBPHHA MOMKET OBIThH
HapyIIeHA.

Hapyuienus ¢pynxynuu nouex u nevenu

B TeueHHe MepBBIX HECKONBKHMX He/eNb TEpalldH MpermapaToM JKOpaa® MOKeT MOSBHUThCH
JacToe U MOTSHITHAIIBHO OTIacHOe ocJioskHeHue - yBeaudeHne KK U MoueBHHBI B IJIa3Me KPOBH.
Oti  (QyHKIHOHAIBHBIE W3MCHEHHS OOpaTHMBI M JO303aBUCHMBI, HOPMAJM3VIOTCS TpH
YMEHBIIEHUH J103b] Npenapata. [Ipu JIuTeIbHOM JISUeHUH Y HEKOTOPHIX MAlUEHTOB BO3MOIMKHO
pa3BUTHE B MMOYKAX CTPYKTYPHBIX U3MEHSHUHN (HAallpuMep, apTepHOJISPHOTO THATTUHO3A, aTpodun
KaHAJIBI[EB U MHTEPCTHIMAILHOTO (UOpo3a), KOTOphIe Y MAIUEHTOR ¢ TPAHCIUIAHTATOM TOYKH
caenyeT aupdepeHIUpOBaTE ¢ H3MEHEHHSIMH IpPH XPOHHUYSCKOM OTTOp:keHUH. Tpebyercs

TINATeIbHBIM KOHTPOJIb GYHKIUHU MoueK. IIpu BIARICHUHM HapymeHUs! QYHKIUU MOUYSK MOXKET
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COOTBETCTBYET 3K(

1'IOTpe60BaTbC$I YMCHBIICHHUC J03bI IIpCIlapaTa.

HpenapaT 3K0pa.]1® MOXKCT TaKKE BBI3BIBATH [JO303aBHCHUMOC 06paTI/IM06 YBCIIUUCHHUC

KOHIICHTpaluu OWnpyOuHa U aKTUBHOCTH (DEPMEHTOB MEeUYSHH B IJIa3Me KPOBH.

B mocTMapkeTHMHTOBOM TEpHUOJE OTMEUYEHBI CIyY4al TIelaTOTOKCHYECKOTO BO3ICHCTBUSA
[UKJIOCIIOPUHA, BKJIIOYAas XoJIecTas, JKEJITYXy, TeHaTHT M IEeUYeHOYHYI0 HEJOCTaTOYHOCTb.
HexoTtopble ciydad 3aKOHUWINCH JICTAJIBHBIM HCXOJOM, B OCHOBHOM YV MAI[MEHTOB IIOCIE
TpaHcIUlaHTaImH. Kak mpaBuiio, 5TH TAI[MSHTHI HMMEJH COMYTCTBYIOMHUE 3abolieBaHus,
[pe/Ipaclojiaralomiue COCTOSIHMS, Jipyrue (akTopsl pHUCKa, BKJIOYas HHGPEKIIUOHHbIE
OCJIOXKHEHHUSI, WIH TMOJYJaJId IUKJIOCIIOPUH OJIHOBPEMEHHO ¢ JPYTHMH TIperapaTraMi,
00J1a/TAFOTUMHU TeMATOTOKCUUYSCKUM JISHCTBUEM.

B »stux cimyuasx TpeOyeTcsl TmaTesbHOe HaOMIOJCHUE 3a MOKasaTessIMH (DYHKIHUH MOYSK U
neueHu. B ciiyyae OTKIOHEHMH YKa3aHHBIX MMOKa3aTeJed OT HOPMBI MOXKET HOTpeOoBaTHCA
YMEHBIIICHUE JO3BL.

[looicunvie nayuenmoi

Y MalMeHTOB MOMKUIOTO BO3pacTa clieAyeT ocoOeHHO TIATeJIbHO MPOBOJUTH KOHTPOJIb
(YHKITUH TTOYCK.

Koumponv apmepuanvuoeo oaenens

IIpu JneueHuM mnpemapatoM Dkopal® TpeGyeTcss peryilspHbI KOHTPOIb apTepHAIbHOTIO
napnenust (AJl). Ilpu mnoBbimenun AJ[ gomwkHa OBITH TNPUMEHEHA COOTBETCTBYIONAS
AHTUTUIICPTeH3UBHAsT Tepanusi. llpu ee mpoBeAeHUM cCIeAyeT OTAaBaTh MPEeANOUYTESHUE
IpenapaTaM, He BIMSIOMUM Ha (PapMaKOKHHETUKY [IUKJIOCTIOPUHA.

H3menenus OUOXUMUYECKO20 COCMABA KPOBH

[TockoJIbKY UMEIOTCS peIKHe COOOMICHHUS O He3HAUUTEILHON 0OpaTUMON THUIICPIUIHISMHUH TIPH
MPOBEJICHUHU TEPAIMH ITUKJIOCIIOPUHOM, PEKOMEH/IOBAHO OIpeeIeHHe KOHIICHTPAI[UHU JIUIIH/IOB
B IUIa3Me KpPOBH 0 M depes 1 Mecs Tocie Haudala JieueHUsA. B ciiydae BBISBICHUSA
TUNICPIIUNUJIEMHUH  CIIEAYeT PEKOMEHJIOBaTh JIUETY C OTpaHHYCHHEM JKHPOB H TIpH
He0oOXOJUMOCTH YMEHBIIUTS JI03Y Mpenapara.

[{uKJIOCTIOPUH YBEIMUUBACT PUCK BO3HUKHOBEHMS TMIIEPKATUEMHUH, OCOOCHHO Y MAIUSHTOR C
HapymieHneM ¢QyHKIHA modek. CienyeT coOoaTh OCTOPOIKHOCTh MPH OJHOBPESMEHHOM
NPUMEHEHUH IHKJIOCTIOPHHA ¢ KaluhcOeperaomuMu JuypeTukaMu, unruoutopamu AllO,
APA 1II u xanuiicojepalmiuMH TpenapaTaMy, a TaKKe B CIyYasx IPUMEHEHUS JTUETHI,
oboranieHHOU KajueM. B 3TUX cydasix ciaelyeT KOHTPOJUPOBATh COJSPIKAHUSA KU B KPOBH.
[{ukaocTIOpUH YBEIIMYUBAET BBLIBEJICHHE MAarHHUsI M3 OpraHU3Ma, YTO MOXKET MPHUBECTH K
CUMIITOMATHUYECKOHM THITOMAarHUEMHH, OCOOCHHO B MIEPUTPAHCIUIAHTALIIMOHHOM Iiepuoe. B cpsizu

C 5THM B yKaSaHHbIﬁ nepuoa CJICAYEeT KOHTPOJIUPOBATE COJACPKAHUC MArHusl B IJIa3ME KPOBH,
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COOTBETCTBY

NACTENGEATED
0COOCHHO TMpHU TOSIBJICHUH HEBPOJOTHYECKO cHMITTOMATH B cityy

IPUMEHSIOT IpenapaThl MarHUsI.
CriefyeT ¢ OCTOPOIKHOCTBIO IIPOBOIUTD JICUSHHE MIPETapaToOM y HAlUEHTOB ¢ TUIIepYpPUKEMUEH ¢
KOHTpOJIEM KOHIICHTpAIlUM MOYEBOH KMCJIOTHI B IUIa3Me KpPOBH, OCOOCHHO y TAIlUEHTOB ¢
IIpe/IIIECTBOBABINEH THIIEPYPHUKEMHUEH.

JononnumenvHuie yKazanus ONa NPUMeHeNus npu SHOOSEHHOM yeeume

IIpenapar Dxopai® ciieyeT NPUMEHATh C OCTOPOKHOCTHIO Y HAIMEHTOB C HEBPOJOTHUESCKUMH
nposiBIeHUsIMH OojiesHu bexdera. CiiefyeT TIIaTeIbHO KOHTPOJIMPOBATH HEBPOJIOTHYECKUH
CTaTyC y MAIUeHTOB JaHHOU KaTerOpHUH.

OnpIT IpUMEHEHHS] IUKJIOCTIOPHHA Y JIeTeH ¢ SHOTEHHBIM YBEMTOM OTPAHHYEH.
HononnumenvHuie ykazanus O NPUMeEHeNUs npu HePpomuieckom CuHopome

B psjie ciIydaeB y MALMEHTOB ¢ He(pOTHUECKAM CHHAPOMOM, TIONYYAOMHUX Mpenapat Dxopai®,
ObLJI0 3aTPY/HEHO BBISIBJICHHE NIPUYMH BOSHUKHOBSHHS HApYIMIeHUH YHKIUH OYeK (MOCKOJBKY
IPUYUHON MOXKET SIBJIITHCS KaK JISUSHHE IIpenapaToM, Tak U OCHOBHOe 3a0ojieBaHue). B penxux
Cllydasx y NAlUeHTOB ¢ He(POTHUSCKUM CHHAPOMOM HaOJIIOJAJIUCh M3MEHEHHUS! CTPYKTYpPhI
IIOYeYHOM TKAaHM, BBbI3BAaHHbBIE IIPUMEHEHHEM IIpenapaTa W He  COIPOBOXKIAIOIUECS
BelpaskeHHBIM yBenauueHueM KK B mnasme kpou. Takum oOpazoM, y MallMEHTOB €O
CTepOUI03aBUCUMON opMol HedpolaTHH ¢ MUHUMAIbHBIMHU HM3MEHEHHSIMH, IOJIYYalOIUMHU
JISYeHHE TIperapaToM JoJbIle Toja, ¢l yeT paccMOTPeTh BO3ZMOXKHOCTE IMPOBEACHUS OHOTICHU
HOYeK.

B penxux ciaydasx y HallUeHTOB ¢ He(PPOTHUSCKUM CHHPOMOM, IIOJYUYaBIIUX JCUSHUE
HMMYHOJETIpeCCaHTaMl (B T. 4.  TpemapatoM  Dkopald®™), OTMedajoch pa3BUTHE
3JI0KaUeCTBEHHBIX HOBOOOpa3oBaHMH (BKIIIOUas TUMpOMY X0/ KKHHA).

JononnumenvHuie ykazanus Ons NpUMeHeHUs NP ncopuaze

Y NalueHTOB, MOJIYYAIOMMX JICUeHUE IUKIOCIIOPUHOM, KaK M Yy MAlMEHTOB, MOJIYYarolMX
Tepanuio JAPYTMMH HMMMYHOCYIIPECCUBHBIMHU IIpeliapaTaMH, OTMEYaJIUCh CIIydau Ppa3zBUTH
auM(poM U JAPYTUX 3I0KAYeCTBEHHLIX HOBOOOpA30BaHMM, B UYACTHOCTH, CO CTOPOHBI KOJXKH.
Crnenyer mpoBoJuTh OHOICHIO OOpa3oBaHMM KOXHM IIpH IOJO3PEHHH HA O3JI0KAUSCTBIICHHE.
IIpumensaTH NpemapaT y IAlMEHTOB JaHHOH KaTeTOPHM CJIeyeT TOJBKO IIOC/IE IPOBEJSHUS
aZleKBaTHOM TepalMHW, ¥ TOJIBKO B CJIydae OTCYTCTBHSL BO3MOKHOCTH IIPOBEJSHUS
aJIbTEpPHATHBHOU YCIISNITHOM TEpallHH.

YuuTteiBasi NOTEHIMAIbHBIM pPHUCK Ppa3BHTHA 3JIOKAYeCTBEHHBIX HOBOOOpA30BAaHUM KOXKH,
HalMeHTaM, [OJIYYalol[UM JICUeHHE IUKJIOCHOPHUHOM, ciefyeT wu30beratb dYpe3sMepHOTo
npeObIBaHUS 1O/ NMPSIMBIMH COJIHEUHBIMHU JIy4aMH, BO3JeHcTBUA yibTpaduoaeroBoro Y O-B

manyueHus, [IIYBA-tepanuu (poTOXUMHOTEpaINTHH).
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MOCNEOOBATENL}
JHononnumenvHule yKazanus Ons NpUMeHeHus npu amonﬂtmecko]/t-&pm‘c‘fmvfrnet

JloGpokauecTBeHHasl JUMpaJeHONATHS 3a4acTYIO0 acCOLMMpOBaHA € IepUOJaMU OOOCTPEHUs
aTOMHMYECKOTO JepMaTUTa M, KaK MPaBUWIO, pPa3pelIacTcs caMOCTOATEIbHO CIIOHTAHHO WU IIpU
CHI)KEHUM aKTUBHOCTH 3a00JIeBaHUSL

Crnenyer TmatesbHO HaOIIONaTh MAIIMEHTOBR ¢ JMMQaJeHONATHEeH, MOIYyYalOIMUX JeUeHHe
IUKJIOCTIOpHHOM. 1Ipu OTCYTCTBHH yMEHBINSCHHUS NPU3HAKOB JIUMQaISHOIATHH, HECMOTps Ha
CHIJKCHHEe AaKTHBHOCTH 3a0ojieBaHMS, CJeIYyeT TPOU3BECTH OHONCHIO IOPaKeHHBIX
TUM(ATHYECKUX Y3JI0B € LIeJIbI0 UCKIIIOYEHHUS PA3BUTHSA JIUM(POMBL

CriegyeT mpoBecTH JieUeHUE aKTUBHOM MH(EKIWHU, BBI3BAHHOM BHPYCOM IIPOCTOrO repieca, J10
Havajla TPUMEHEHHUs NHKJIocmopuHa. OGocTpeHHe HTOro 3aloJieBaHMs, OJHAKO, He SIBJISETCS
IPUYHMHOMN JUIsI OTMEHBI JICUEHHsI LIMKJIOCIIOPDHHOM, €CJIM OHO Y)K€ HadaTo, 3a HCKIIOYeHHEM
CIIyUaeB TSDKEJIOTO TeUSHUSI HHPEKITUH.

Hanuuue y manueHTa WHQEKIUH KOXKH, BBI3BaHHOWU Staphylococcus aureus, He SIBISIeTCS
IIPOTHBOIOKA3aHUEM IS TEPAIIMH TIPEMapaToM DKopan®, HO TpeOyeT ajeKBaTHOTO JIEUEHHUs C
IpUMEHEHHEM  COOTBETCTBYIOMM  aHTHOakTepuaidbHOM  Tepamuu. Craenyer  u3lerarthb
O/IHOBPEMEHHOTO IPUMEHEHMSI JISKAapCTBEHHBIX (DOPM SPUTPOMHUIMHA JUISI IIpUeMa BHYTPh H
IUKJIOCTIOPHHA, B CBSI3M C YBEJIMYCHHEM KOHIIGHTpAIlMd B KpPOBH IocieqHero. B ciyuae
HEBO3MOKHOCTH IIPUMEHEHHsI aJIbTePHATHBHOM TepalluH, OJHOBPEMEHHOE JICUEHHE JaHHBIMHU
IpemnapaTaMH CJIeyeT MPOBOJAUTH ¢ TH[ATeJIbHBIM KOHTPOJIEM KOHIIEHTPAIlMHM IMKJIOCHIOpHHA B
IUIa3Me KPOBH, M KOHTPOJIeM (PYHKITHH MMOYEK W HACTOPOKECHHOCTHIO B OTHOICHUH pa3BuTiu HSI
[UKJIOCIIOPHHA.

3amena npenapama Dxopan®

OpyeuMu  NepopanbHuIMU  TEKAPCMEEHHBIMU  Npenapamami
YUKTOCTIOPUHA

Ilepexon ¢ mpemapata Dkopai® (B ¢opMe MATKHX KeJaTHHOBBIX Kallcysl MIM pacTBopa Ui
mpHeMa BHYTPb) Ha JIPYTOH TepOpaIbHBIN JISKApCTBEHHBIM MpemnapaT IHUKJIOCIOPHHA CIIAYeT
MIPOBOJUTH ¢ OCTOPOIKHOCTBIO IMOJT COOTBETCTBYIONIUM BpaueGHBIM KoHTposdeM. Heobxomumo
MIPOBOJAUTH OOIMICTIPUHATHIH KOHTPOJIb KOHI[EHTPALUU IUKJIOCTIOPUHA B IIJIa3Me KPOBH ISl TOTO,
qTOOBl YOEIUTCS, UYTO IOCTe Iepexoja KOHICHTPALMH ITUKIOCIIOpPUHA B IUIa3Me KpOBH
COOTBETCTBYET TAKOBOH JI0 Tepexoa. J[Be JeKapcTReHHbIe (hopMBI IpenapaTa DKopai®, MArKue
JKEJTATUHOBBIE KATICYJIbI M PACTBOP JIJISI IpUeMa BHYTPh, OMO3KBUBAJICHTHBI.

Ipumenenue npenapama Sxopan® ¢ Opyeumi UMMyHOOENPeccanmamu

CrnegyeT uMeTh B BHJY, 4YTO IpH TNPUMEHEHHHM I[UKJIOCIIOPHHA, PaBHO KaK H JIpYIHX
UMM YHOJCTIPECCAHTOR, VBEJIIMUMBACTCS PHCK Pa3BUTHS JUMPOM U JIPYTUX 3JIOKAUECTBEHHBIX
HOBOOOpa3OBaHUM, Yalle KOXKHBIX MOKPOBOB. YBEIHUEHHE PUCKA PA3BUTHS 3TOTO OCJIOKHEHUS

CBsI3aHoO Mo OoJiblell YacTH CO CTENEHBLIO U JJIATCIIBHOCTBIO HMMYHOCYIIPECCHUH, YEM C
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OCTOPOKHOCTE MPH MPUMEHSHUH KOMOWHHPOBAHHBIX PEIKUMOB UMMYHOCYIIPECCHBHON TepaIuH,
MIOMHSI O BEPOSITHOCTH Pa3BUTHS TUMQPONPoTH(pEepaTHBHBIX 3a00JIeBaHUH W COJTH/THBIX OPTaHHBIX
OTIyXOJIeH, HEUaCTO MPHUBOJISININX K JICTATLHBIM HCXO/IAM.

Hughexyuu

[IlpuMeHeHHe IUKJIOCTIOPWHA, KAaK M JPYIHX HWMMYHOJCIIPECCAHTOB, MpEApACIoiaraeT K
BOZHHUKHOBEHHIO DPaIMYHBIX OaKTepHAIBHBIX,

IpUOKOBBIX, TApPA3UTAPHBIX M BUPYCHBIX

HH(l)eKHHﬁ, HacTO aCCONUHUPOBAHHLIX C YCIIOBHO-IIATOI'CHHBIMHA B036y,[[I/ITeHHMI/I. ¥ IIalUuCHTOB,

MOJIVYABIINX  JICUCHHE I[UKJIOCTIOPHHOM, OTMEYalach pEaKTHBAIMS TOJHOMAaBUPYCHOU
UHQEKIMU W3 JIATCHTHOTO COCTOSIHUS, TMPHBOJAMAST K Pa3BUTHIO MOJHOMABUPYCHOU
HeponaTtuu, ocobeHHO accouuupopanHod ¢ BK Bupycom, wim MyabTH(OKATEHON

netikosunedanonatuu, odycmornenHol JC BHpYycoM. DTH COCTOSIHUS OOYCIIOBJICHBI BBICOKOU
oOImel Harpy3kod MMMYHO/ICIIPECCHBHBIMH TIpeTiapaTaMu. Pa’BUTHE TaKUX COCTOSIHUH ClieyeT
IPUHUAMATh BO BHUMaHUe MpHU JuddepeHINaIbHON JUarHOCTHKS IPUYHH HapyeHUH QyHKIUU
II0YeK M HEpBHOM CHCTEMBI y IALIMEHTOB, IIOJIYYAIOIHUX HMMYyHOCYIPECCHBHYIO TepallHIo.
YuuteiBasi NMOTCHIHAIBHYIO ONACHOCTh STUX HHQEKIHMH JULT JKM3HH [AI[UeHTa, CJiejIyeT
OpUMEHATH 3P (PEeKTUBHYIO CHCTEMY NPOPUIAKTHUESCKUX U JIeUeOHBIX MEPOTIPUSATHH, 0COOSHHO B
CITydasx JUIMTEIBHOTO IPUMEHEHHSI KOMOMHUPOBAHHOTO UMMYHOCYIIPECCHBHOTO JICUSHMUSL
Jumponponughepamusruvie 3a001e6aHUS U COMUOHBLE 3NOKAUECMEEHHbIE HO600OPA306 AHUS

IIpy pmTeBHOM MMMYHOCYIIPECCHBHOM JICUSHHH (BKIIIOYAS TEpAIUI0 ITUKIOCIIOPUHOM),
VBEJIMUMBAETCSI PHUCK pa3BUTUA JUMdonpoaudepaTUBHBIX 3a00/IeBaHUM M COJMIHBIX
3JIOKAYECTBEHHBIX HOBooOpazoBaHui. Ilpu mnpuMeHeHMM mpemapaTta cleAyeT o0O0eCIeUUTh
COOTBETCTBYIONIee HAOIIO/ICHHE 34 HAIlUSHTAMHU C IICJIbIO BBISIBJIICHHUS JIAHHBIX COCTOSHHUH Ha
paHHuX cTagusax. llpu BeIABICHHH JUMQONpPoNIU(EpaTUBHBIX 3a00JIeBaHUN, COJIHM/IHBIX
3JI0KAYECTBEHHBIX HOBOOOpa30BaHUM WM NPEAONYXOJEBBIX COCTOSIHUHN JIeUeHHE IpenapaToM
He0OXO0IUMO OTMEHHUTH.

Bosoeiicmeue npamuix conneunvix ayueit, Y O-B uznydenus u pomoxumuomepamiu

YuuteiBasi NOTEHIMAIBHBIM pPHUCK Pa3BUTHUs 3JIOKAUeCTBEHHBIX HOBOOOpA30BAaHMH KOXKH,
HAaI[HeHTaM, [OJYYAIoN[UM JICUeHHE IUKJIOCHOPHUHOM, cCieAyeT wu30eratb dUpe3sMepHOro
npeObIBaHUS 10/ NPSIMBIMH COJIHCUHBIMH JIyUaMH, BO3JeHCTBUA yibTpaduoieroBoro Y ®-B
manyueHuss, [IY BA-tepanuu (GoTOXUMUOTEpAIIHH).

Ocobvle KOMNOHEHMbL: IMAHON

Ilpy DOpUMEHEHHH IMKJIOCTIOpHHA Vy OepeMEeHHBIX JKSHIIUH W B IEpPHOA TPYIHOTO
BCKApMJIMBAHMsL, Y MAIIUEHTOB ¢ 3a00JIeBaHUEeM TEUSHU WJIH SIUJICHICHEH, ¢ aJIKOTOJIM3MOM WX

IIpu IMMPpUMCHCHUH Y HeTeﬁ, CICAYET MPHUHUMATL BO BHHUMAHHUC HAJIHYHE STAaHOJIA B COCTABE
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oTuZ

npenapata. [Ipemapat cogepkut 15,2 % (06/06) sTanon [1OCNENOBA

Baxyunayus

Bo Bpems jeueHHs] NMUKJIOCIIOPUHOM BaKIUHAIMUS MOXKET ObITh MeHee d(hPeKTUBHOM; cleayeT
u3beraTh NPUMEHEHHS JKUBBIX O0CJIAOICHHBIX BAKIIMH.

Heo6xo1uM KOHTpOJIb 1a00paTOPHBIX MOKa3aTeIeH y MAIUEHTOB ¢ KUCTO3HBIM (UOPO30M.
BiisiHiie JleKapcTBeHHOTO TIperiapara Ha CIIOCOOHOCTH YIIPABJIATH TPAHCIIOPTHBIMM
cpeacTBaMH, MeXaHU3MaMu

HexoTopble moGouHble JeHCTBUS Ipenapara, B TOM YHMCIIE TOJOBOKPY)KEHHE WIH 3pUTEIbHbIE
HApYIICHUS, MOTYT OTPHUIATEJILHO BIHITH Ha CIOCOOHOCTH VIPABISITh TPAHCIIOPTHHIMU
CpPeJCTBAMH ¥ BBINOJHITH TOTCHIMAIBLHO OINACHBIE BHJBI JISATSIBHOCTH, Tpebyronue
MOBBINICHHOW KOHIEHTPAIIUH BHUMAHHSA U OBICTPOTHI NCHXOMOTOPHBIX peakiui. [losTomy B
TIepUOJ JICUSHHUS CICAYeT COONIONaTh OCTOPOKHOCTh TPH BBIMOJIHEHHH YKa3aHHBIX BHJIOB
JIeATEIIbHOCTH.

[Ipu MosIBJICHUHM ONMCAHHBIX HEJKeJIATEJIBHBIX SIBJICHHHM CJIEyeT BO3/IepKAThCA OT YKa3aHHBIX
BH/IOB JICSITEIbHOCTH.

Popma BbIIyCKa

PactBop juist mpuema BHyTph 100 MI/MuL

I[lo 50 wmm Bo (JIakoH TEMHOTO CTeKJa C HABUHUYMBAIONMEHCS  KpBIMIKOH W3
MOJTUNPOITWICHA/ TIOJIMATUJICHA BLICOKON IUIOTHOCTH C 3AIlUTOW OT BCKPBHITHSL JIETBMH U C
TepMETHRHPYIONEH TpOoKIaakod. OnauH ¢raakoH BMmecTe ¢ HaOOpOM JUISL JTO3HPOBAHMS,
COCTOSIINM U3 TPAIYHPOBAHHOTO J103aTOpa, Ha KOTOPOM MMeeTcsl Haanuch «Do not rinse syringe
before or after use» (He mpoMBIBaTH A03aTOP Mepe] WK MOCIEe UCTIONB30BAHUS), U ILUIACTUKOBOU
BCTaBKH C MOTPYKHOU TpYOKOH, BJIOKEHHBIMU B IUTACTUKOBYIO TYyOY ¢ KPBINIKOH, MOMEIIAIOT B
$ymsip w3 momucteposia. OyTisip BMecTe ¢ HHCTPYKIHEH MO MEIMIIMHCKOMY TMPUMEHEHHUIO
MOMENIAIOT B KAPTOHHYIO MAaUKy, Ha KOTOPYIO JOMOJTHUTEIHHO MOTYT ObITh HAHECSHBI 3aIlIUTHHIS
HaKJICHUKH.

Y ciioBus XpaHeHUsn

XpaHuUTh B OpUTHHAJILHOU YIIaKOBKE MpH Temrepatype 15 - 25 °C,

XpaHUTD B HEJTOCTYITHOM JIJIS1 JIeTeH MecTe.

Cpoxk rogHocTH

2 ropa.

ITocnie BekphITHS (pr1akoHa Mpenapat IPUTO/IeH U IPUMEHEHHUS B TeUeHUE 56 JTHEH.

He npuMeHAITH 110 UCTCUSHUH CPOKA T'OJTHOCTH.

Y ciioBus oTmycka

OTIyCKaIoT IO perenTy.
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COOTBETCTBYET SKCNEPTHOMY OTUETY
ot 02.06.2023 N= 10236

(MOCNEOOBATENBHOCTEL 0001)

IIpomzBouTE IS

Tepa Yemckue llpennpusarus c.p.o.,

Octpascka 305/29, 747 70 Onasa - Komapop, Uemickas PecryGnuka.
HavmeHoBaHue AepikaTe/is (B/Iade/b1a) PerUCTPAIMOHHOTO YI0CTOBEPeHUs
Tepa ®apmaneptuueckue [peanpusarus Jlta., U3pauns.

OpraHusaius, IPUHUMAIOLIAS TIPeTeH31H ITOTpeduTe el :

Poccutickasa Qenepanus

00O «TeBa»

115054, Mockga, yi. Banosas, 35

Ten: +7 (495) 644 22 34

daxc: +7 (495) 644 22 35

info@teva.ru
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