oT 31082023 M= 16828
OBHIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOLOFIPEITABATAL 0003)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O ITIPEITIAPATA
JlopHokcukam KanoH, 4 Mr, TaGlIeTKH, MOKPBITHIC MJICHOYHOU 000JIOYKOM.

Jlopaokcukam KaHoH, 8 Mr, TaGJIE€TKH, TOKPBITHIE TUICHOYHOW 00O0JIOYKOM.

2. KAMECTBEHHBINA U KOJIMYECTBEHHBII COCTAB
JleficTBy1o1I1€€ BEIIECTBO: IOPHOKCHKAM.

JlopaokcukaM KaHoH, 4 Mr, TaOJIETKH, IOKPLITHIE INIEHOYHOI 000JI0YKON

Kaxnas Tabinerka, MOKpbITasl IJICHOYHOW 000JI0OUKOM, CONEPKUT 4 MI' IOPHOKCHKaMa.
BcnomorarenbHnie BCIICCTBA, HAJIMYMUC KOTOPBIX HAA0 YYUTLIBATH B COCTABC JICKAPCTBCHHOT'O
npenapara: jlaktosa (cM. pasnen 4.4).

[TonHbIH MepeueHb BCIIOMOTAaTEIbHBIX BEIECTB MPHUBEIEH B paszeie 6.1.

JlopaokcukaM KaHoH, 8 Mr, TaOJIETKH, IOKPHITHIE IUICHOYHON 000JI0YKON

Kaxxnast Tabierka, mOKpbITast INICHOYHON 000JIOUKOH, COACPKUT & MT JJOPHOKCHKAMA.
BcmomorarenbHbIE BENIECTBa, HATMYNE KOTOPBIX HAJ0 YUUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: jlaktosa (cM. pasuen 4.4).

ITomHpIit MEPCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IIPUBEACH B pa3ICiic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKPHITHIE MIIEHOYHOW 000TI0UYKOM.
TaOneTku Kpyrible ABOSKOBBITYKIIbIE, TOKPBIThIE TNIEHOYHON 0007I04YKON JKENTOTO 1IBETA.

Ha nonepeunom paspese — ENTOoro 1sera.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHUIO

ITpenapat JlopHokcukam KaHOH noka3aH K IPUMEHEHUIO y B3pOCIIBIX B BO3pacTe oT 18 ner.

— KpaTkoBpeMeHHOE CHMITOMAaTHYECKOE JIEUEHHE JIETKOIO WM YMEPEHHOI'O OCTPOro
00JI€BOr0 CHHIPOMA Y B3POCIIBIX.

— CumnTomaTHueckoe JiedeHrue 00JI ¥ BOCTIAJIEHHs Ha (DOHE 0CTeoapTpuTa y B3pOCIBIX.
— CumnromaTtHueckoe jgeueHre 001 1 BocHalleH!s Ha (pOHE peBMATOUIHOIO apTpuTa y
B3POCJIBIX.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

PexxuM 103upoBaHus

I[OSBI " PCKUM NpHeMa IJId BCCX MAIlMCHTOB JOJIKHBI OBITH OCHOBAHBI Ha HHI[HBHIIy&HLHOfI

peakIMy Ha Impernapar.
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COOTBETCTEYET 3KCNEPTHO
ot 31.08.2023 N= 16828

Pyck BO3HMKHOBEHMS HEXENATEIBHBIX SABJICHUH MOKET OBINE [3HAUATENBHEQ| YMEHBINEH] [@CAH

My OTYETY

MPUMEHATH MpernapaT B HauMeHbIIeH 3((EKTUBHON 103€ B TeueHHWE HanbOoJee KOPOTKOTO
nepuoJia, He0OXOAUMOTO I 00JIETYEHUSI CUMIITOMOB.

bonesoui cunopom

Ho3a 816 Mr nopHOKCHKaMa B CyTKH, MOJIeJICHHAs Ha 2—3 npuema.

MaxkcuManbHasi peKOMEH/I0BaHHasi CyTOUHas J103a COCTaBIsieT 16 mr.

Ocmeoapmpum u peéMamouoHbslil apmpum

CraproBas peKOMEHI0BaHHas /1032 COCTAaBIsET 12 MI JIOpHOKCHMKAaMa B CYTKH, MOJIeJICHHAs Ha
2-3 npuema.

[TonneprkuBaroias 103a He AOJDKHA IPEBBIIATh 16 MI' B CYTKHU.

Oco0Bble IPVIIILI TAIUEHTOB

Tlayuenmur nodicunoeo eospacma
CriennanabHO MOAOUPATH 03y MOKUIIBIM MallueHTaM (cTapiie 65 yer) He TpedyeTcs, eCiii HeT
HapylieHus (QYHKIUU TO0YeK WM T[E€YeHH, OJIHAKO TMpenapar CcleAyeT NIPUMEHATb C
OCTOPOKHOCTBIO, IOCKOJIBKY B 3TOM BO3PACTHOM IPYIIIE HEXKENATENBHBIE SIBJICHUS CO CTOPOHBI
JKKT nepenocarcs xyxe.
Tayuenmsi ¢ HapyweHuem QyHKyuy noyex
s manueHToB C JIETKMM M YMEPEHHBIM HapylleHHeM (QYHKIUU IOYeK MaKCcHMaibHas
pPEKOMEHIOBaHHAs CYTOYHAs 71032 COCTaBiseT 12 Mr U JODKHA OBITh TMOJENeHa Ha 2 WU
3 npuema. JlopHOKCHMKaM TIPOTHUBOIOKA3aH TMAIMEHTaM C  TSOKEIOW  TOYECYHOU
HEJIOCTaTOYHOCTBIO.
Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu
Jns manMeHToB ¢ yMEpPEHHBIM  HapylleHHeM (QYHKIMH TEeYeHH MaKCUMalbHas
PEKOMEHIOBaHHAsI CyTOYHAasl J103a COCTABJsieT 12 Mr W J0JKHA OBITH TMOJeleHa Ha 2 WU
3 mnpuema. JIOpHOKCMKAaM TMPOTHBOMOKA3aH TAaIlMEHTaM C TDKEJIOHW TEeYeHOYHOU
HEJIOCTaTOYHOCTBIO.

eTU
JlopHOKCHKaM He MpeaHa3HavYeH JJIsl IPUMEHEHUS y IeTeH U MOAPOCTKOB Mitamie 18 ser, Tak
KaK JaHHBIX 10 €ro 06e30macHOCT! U 3()(PEKTUBHOCTH HEJOCTATOYHO.

Cnooco0 nmpuMeHeHus

BnyTps.

TabneTku cieyeT 3anuBaTh TOCTATOYHBIM KOJTHMYECTBOM JKUAKOCTH.

4.3. IIpoTuBONOKA3aHUS

- I'unepuyBCTBUTENFHOCTh K JIODHOKCHKAMy WM K JIIOOOMY M3 BCIIOMOIaTENIbHBIX

BEILIECTB, IEPEUUCIIEHHBIX B pazjeine 6.1.
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COOTBETCTBYET SKCTNEPTHO

ot 31.08.2023 N= 16828

— [TonrHoe wiM HeEMoJIHOE codYeTaHWe OpoHXUANHHON | EddTMLL, T PeIHITE Ofiero

MY OTYETY

MOJIMII03a HOCA UITM OKOJIOHOCOBBIX Ia3yX, PUHUT, AHTHOHEBPOTUUECKUI OTEK, KpalTuBHULIA U
HENEPEeHOCUMOCTh aleTHICATUIIUIIOBON KHUCIIOTBI u JIPYTHUX HECTEPOUIHBIX
pOTHBOBOCHANHMTENBHBIX TpenaparoB (HIIBII) (B T.4. B anamHe3e).

- TpomboruToneHus.

— I'emopparuueckuii [uare3 Wik HApYIICHUS] CBEPTHIBAEMOCTH KPOBHU, a TAKKE TEM, KTO
NepeHec ornepalm, CONpsHKEHHbIE C PUCKOM KPOBOTEUEHHUS UM HETIOJIHOTO TeMOCTas3a.

— [lepuoa nocnie npoBeeHNs AOPTOKOPOHAPHOTO IIYHTHPOBAHMUS.

- JlekoMreHCHpOBaHHAs cep/ieyHasi HeIOCTATOYHOCTb.

- DOpO3UBHO-A3BEHHbIE M3MEHEHMS CIIM3UCTOM JKenylKa WIM |2-IepCTHOM KHILKH,
AKTUBHOE  JKENyJIOYHO-KUIIEYHOE KPOBOTEUEHHUE; LepeOpOBaCKYISIpPHOE WJIM  HMHOE
KPOBOTEYCHHE.

- KenynouHo-KHIIIeYHbIE KPOBOTSUCHUS WITH TTepQoparius sI3Bbl B aHAMHE3€, CBSI3aHHBIC
¢ npuemom HIIBII.

- AKTHUBHAs NMENTHYECKAs S3Ba WIK PEIUIUBUPYIOIIAs ENTHYCCKAs S3Ba B aHAMHE3E.

— BocnanurensHble 3a0oneBanus kuineyHuka (Oone3nr Kpona, Hecneuuduueckuit
SI3BEHHBIN KOJIMUT) B (haze 000CTpeHUSI.

- Tsoxé€nasg ney€Hounas HeTOCTaTOYHOCTb.

— BripakeHHasi modeyHash HEJOCTATOYHOCTH (YPOBEHb CHIBOPOTOYHOTO KpEaTHMHHHA
O6onee 700 MKMOINB/T), Tmporpeccupymoiue 3a00ieBaHHUs TMOYEK, MOJITBEpKICHHAS
TUIEPKaATAEMUSI.

- bepemeHHOCTD.

- [Tepuoa rpy1HOTO BCKapMIIUBAHUSI.

— Bospact o 18 net (13-3a HeJOCTATOUHOTO KIMHUYECKOTO OIBITA).

4.4. OcoOble yKka3aHus M MepPbI MPEIOCTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

- [Ipy NOBBIIEHHON CKIIOHHOCTH K KPOBOTEUEHHUSIM.

- [Ipu HapymeHnn QyHKIMH MTOYEK JIerkoi (KpeaTHHUH ChIBOPOTKH 150-300 MKMOIIB/)
WIN yMEpEeHHOMU cTeneHu (KpeaTuHUH chIBOPOTKU 300—700 MKMOJIB/1).

— [Ipu Hapy1eHNN cUCTEMbI CBEPTHIBAHUSI KPOBHU.

- [Tpu Hapymenny GyHKIMY eUeHH (HanpuMmep, LUppo3 MeYeHN).

- VY nanueHToB crapuie 65 JerT.

- VY manueHToB ¢ 3a00J€BaHUSIMH KETYA0YHO-KUIIEYHOTO TPaKTa B aHAMHE3e.

- IIpy ogHOBpEMEHHOM IpHEME JIEKAPCTBEHHBIX CPENCTB, KOTOPBIE MOTYT IOBBIIIATH

pUCK 00pa3oBaHUSl 3B U KPOBOTEUEHHMH (ME€POpPAIbHBIE TIIOKOKOPTHUKOCTEPOUIBI,
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COOTBETCTEYET 3KCNEPTHO
ot 31.08.2023 N= 16828

AHTUKOAryJIsHTHl (Harmpumep, Bap(dapyH), CeJCKTHBHBIE|(MBMFONTOPAIT OOPasHorq H3axBar

MY OTYETY

CEpOTOHMHA U aHTUTPOMOOLIMTAPHBIE ITPENapaThl (HapuMep, alleTHUIICATUIIUIOBAs KUCIOTA).
— VY nanueHToB ¢ paKkTopaMu pUCKa Pa3BUTHUS CEPJICTHO-COCYAUCTHIX 3a00JIEBaHUH.

- VY nanueHToB ¢ OpOHXHAIBHOW aCTMOM B aKTMBHOM (pa3e WM B aHAMHE3e.

- VY manueHToB ¢ cucteMHo# KpacHo# Bosyankoi (CKB).

- VY nanueHToB co CMEIIaHHBIMU 3a00JI€BaHUSIMU COEAMHUTEIHLHON TKAaHU.

Oco0ble yKa3auusg

JlopHOKCHKaM TMOJABISET arperanuio TPOMOOIUTOB W YHJIUHSET BpeMs KPOBOTEUEHUS,
MO3TOMY CJIEIYEeT C OCTOPOXKHOCTBIO MPHUMEHSTh €ro MpPH MOBBIIIEHHONW CKJIOHHOCTH K
KPOBOTCUYCHUSIM.

JlopHOKCHKaM cielyeT NPUMEHATHh TOJbKO IIOCIE TINATEIbHONW OLEHKU COOTHOIICHUS
MOJIb3a/PUCK Y:

— MAIMEHTOB C HapylIeHHEeM (YHKIIMH MOYEK: JOPHOKCUKAM CIIEAYET C OCTOPOKHOCTHIO
Ha3Ha4yaTh MAlUEHTaM C JIETKOH (kpeaTuHUH ChIBOPOTKU 150—300 MKMOIIB/IT) UM YMEPEHHON
cTeneHbio (KpeaTuHUH ChIBOPOTKU 300—700 MKMOIB/T) HapylieHUsT (QYHKIMHU MOYEK, TaK KaK
MoJ/IepKaHue MOYECYHOTO KPOBOTOKA 3aBUCUT OT YPOBHSI TOYEUHBIX MTPOCTArIaHAUHOB. [Iprem
JOPHOKCHKaMa CIIEAyeT MPEKpPaTuTh B Cily4ae YXyALIeHHs (YHKIUHM TOYEeK B Ipolecce
JICYCHMUS.

KOHTpOJIB (I)YHKI_II/II/I MMOYCK NOJIKCH OCYIICCTBIIATHCA Y TIAUCHTOB:

° MEePEHECIINX OOIIMPHOE ONEPATHBHOE BMEIIATEILCTBO;
° C CEpACYHON HEJOCTATOYHOCTBIO;
° MOJNYYaroluX  OJHOBPEMEHHOE  JIeYEHHE JAUYPETUKAMM WM  [pernapaTaMi,

00JaaomMiu JO0Ka3aHHOW WK TIpelroyiaraeMoi He()pOTOKCUUIHOCTHIO.

— MalUEeHTOB C HAPYIIEHUEM CUCTEMbI CBEPTHIBAHUS KPOBU: PEKOMEHI0BAHO THIATEIBHOE
KIMHUYEeCKOe HaONIoJeHHe ¢ OIeHKa Ja0opaTOpHBIX — ToKazaTened  (Hampumep,
AKTHBHPOBAHHOT'O YaCTUYHOTO TpoMOUHOBOTO Bpemeru (AUTB)).

- MalMeHTOB C HapymeHueM QYHKIUA TIeYeHU (HampuMep, MOUPPO3 TICUYCHH):
PEKOMEHTYeTCS IPOBOJIUTH PETYIISIPHOE KIMHUYECKOE HAOIIOICHUE U OIEHKY J1a00paTOPHBIX
MoKa3arelyiel, Tak Kak MpH JICYCHUU JIOPHOKCUKAMOM B CYTOYHOW 103€ 12—16 Mr Bo3MoxkHa
KyMYJISIus npenapara (yBeJauueHHe TUIONIAaN Mol KPUBOH «KoHIeHTpaius — BpeMs» AUC).
Kpome Toro, mnedeHouHas  HEIOCTATOYHOCTb, MO-BUAUMOMY, HE  BIMSIET Ha
(dhapMaKOKMHETHYECKHE TapaMeTpbl JIOPHOKCHKaMa IO CpPaBHEHUIO CO  3JI0POBBIMH

HCIBITYEMBIMU.
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COOTBETCTBYET 2K
ot 31.08.2023 N2 168

- MalMEeHTOB, TMOJYYalomuX UUTeNbHoe yieueHud [(GoTiek= BHx EMeCaman) (pubnpueiie

HIIBIT cnemyer peryispHO KOHTPOJIMPOBAaTh (YHKIMIO TIOYEK W TICUCHH, a TaKxke
reMaToIOrM4eCKHUe MTOKA3aTeNH.

- NAIMEeHTOB CTapiie 65 JIeT: PEeKOMEHAYeTCs KOHTPOJIb (DYHKIUU HEYEHH U IOYEK.
ITpMEHATH ¢ OCTOPOKHOCTBIO Y MOKHIIBIX JIMIL B ITOCJIECONEPALIUOHHOM IIEPUOJIE.
Oonospemennoe npumenenue ¢ HIIBIT

HeoOxomumo wu3beratb omHOBpeMeHHOro mnpuMeHenus c¢ apyrumu HIIBII, Bxirouas
CCIIEKTUBHBIE HHTHOUTOPHI IUKI00KcHTeHasbl 2 Tumna (I[OI-2).

Munumuzayus nexcenamenvHulx d¢hgexmos

HesxenarenbHble 3¢ (peKThl MOKHO MUHUMHU3UPOBATh, UCIOJIb3Ys HAUMEHBIYIO 3P PEKTUBHYIO
J103y IIpernapara B TeHeHUE HAMMEHBIIETO POMEXYTKA BPEMEHH, JOCTATOYHOT'O 111 KOHTPOJIA
CHUMIITOMOB.

Kenyoouno-kuweunoe kpogomeuenue, s36a, nep@opayus HcenryO0yHO-KUUEUHo020 mpaKma
(VKKT)

XKemynouno-kuieyHoe KpOBOTEYEHHUE, 53Ba, mepdopamusi MOTyT BO3HHKHYTh Ha (OHE
npumeHenus so0bix  HIIBII u  cnocoOHbI mpuBeCTM K JIETAJIBHOMY — MCXOAY.
[Tpenynpexnaromue cumnromsl Wi cepbe3nas narosorus JKKT Moryr orcyrcTBoBaTh B
aHaMHe3€ MalueHTa.

Puck xpoBoteuenus, 13851 uiu nepdoparnun XKKT nossimaercs npu ysennyenuu 10361 HITBIT,
y mnanueHToB ¢ si3BeHHbIM mopaxeHueM JKKT B anamHe3e, 0COOCHHO OCIIOKHEHHBIM
KPOBOTEUCHHEM MM Tepdopauuedl, U y MNOXWIbIX Jrofed. TakuMm ManueHtam cienyer
HAa4YMHAaTh JICYCHUE C HAMMEHBIIIEH BO3MOKHOM I03bI. Y TaKUX MAL[UEHTOB, @ TAK)KE MALUEHTOB,
MOJIyJarOUIUX TEpanui0 HHU3KHUMM JI03aMH alETUJICAIMIWIOBON KHCIOTBI WIM JIPYTUMH
JIEKApCTBEHHBIMU IIpENapaTaMy, KOTOPBIE MOTYT YBEJIHYUTbH KEIIYJAOYHO-KHIIECYHBIM PHUCK,
clleflyeT pPaccMOTPETh BOIPOC O KOMOWHUPOBAaHHON Tepamuu C TracTpOIpPOTEKTOPHBIMU
areHTaMM  (HampuMep, MM3O0IMpPOCTOJIOM WM HUHTUOUTOpAaMH HPOTOHHOM  ITOMIIBI).
PexomenayeTcst peryisipHO MPOBOJUTH OLIEHKY COCTOSIHUS TaKUX MAlUEHTOB.

[TaniueHTHl ¢ HEXenaTenbHBIMH peakiusMu co ctopoHsl JKKT B anamHese, 0COOCHHO B
MOXKUJIOM BO3pacTe, TOJKHBI ObITh MPOMHCTPYKTUPOBAHBI O HEOOXOAUMOCTH COOOIIATh 000
BceX HEOObIUHBIX cumnTomMax co cTopoHbl JKKT (ocoOeHHO 0 KemydoYHO-KUIIEYHBIX
KPOBOTEUYEHHMSIX ), 0COOEHHO Ha HAa4aJbHOW CTaJUU JICUEHUSI.

Crenyer C OCTOPOKHOCTBIO NPUMEHATh JIOPHOKCHKAM IIpM  OJHOBPEMEHHOM IpHEME
JIEKapCTBEHHBIX CPEJCTB, KOTOPbIE MOTYT MOBBIIIATH PUCK 00PAa30BaHUS SI3B M KPOBOTECUEHUH,
TaKUX KaK MMepOopajbHbIC TIIOKOKOPTUKOCTEPOH b, aHTUKOATYJISIHTHI (HarpuMep, Baphapun),
CEJICKTUBHBIE MHIMOUTOPBl OOpaTHOrO 3axBaTa CEPOTOHMHA U AHTUTPOMOOLUTApHBIE

npenaparsl (Hampumep, aleTUICATHIIOBAs KUCIOTA).
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COOTBETCTBYET 2K
ot 31.08.2023 N2 168

Ilpn pasButum KkpoBoTeueHms: uau usbaseneHus KK HT [doHe) Epﬁ@ﬂtmpﬁqle_c@ga{@@,

JICYEHUE CIIEIyeT OTMEHHUTD.

Cnenyet ¢ octopoxkHocTbto npuMeHaTs HIIBII nanuentam ¢ natonorueit )KKT B anamuese
(HarpuMmep, A3BEHHBIH KOIUT, 0one3Hb KpoHa), Tak Kak MX COCTOSHME MOXKET YXYALIUTHCS.
Tloowcunvie nayuenmoi

[Toxunple JHOAM HMMEIOT MOBBIMICHHYIO YacTOTYy HeXenarelbHbIX peakiuid Ha HIIBII,
0COOEHHO KeNMyJOYHO-KUIIEYHBIX KPOBOTEUEHHH 1 Tiepopaliyii, KOTOpbIe MOTYT IPUBECTH K
JIETAIbHOMY HUCXO.Y.

Cepoeurno-cocyoucmole u yepeoposackyispHbvle 3a00.1e6aHUS

[TanuenTam ¢ apTepuaabHON TMIIEPTEH3UEN B aHAMHE3€ WM IPUCYTCTBYIOLIEW B HACTOsALICE
BpeMsI W/WJIH JIETKOW WM YMEPEHHOH 3aCTOWHON CepJeuHON HEIOCTATOYHOCTHIO TpeOyercs
COOTBETCTBYIOIIMH MOHUTOPUHI U KOHCYJbTallUs, IOCKOJbKY COOOLIANIOCH O Clydasx
3aJIEPKKH KUJKOCTU U Pa3BUTUA OTeKOB ipu npumenennn HIIBIIL.

JlaHHble KJIMHUYECKUX M DSINHUIEMHOJOTMYECKMX MCCIENOBaHUN YKa3blBAIOT Ha TO, 4YTO
HekoTopsle HIIBII, ocobeHHO B BBICOKMX J033aX W IMPH JJIUTEIBHOM MPUMEHEHHUH, MOTYT
MOBBIIIATh PUCK aPTEPHAIBHBIX TPOMOOIMOOIMUYECKHX OCIOKHEHUH (Harmpumep, WH(papKTa
MHOKap/a WM HHCYJbTa). JlaHHBIX, YTOOBl HCKJIIOYWUTh HAJIWYME TAKOrO0 puUCKa JUIs
JIOPHOKCHKAaMa, HEJJOCTaTOYHO.

[TanieHTaM ¢ HEKOHTPOJIUPYEMOU TUIIEPTEH3UEN, 3aCTOMHON CEPIEYHON HENOCTATOYHOCTHIO,
YCTaHOBJIEHHON UIIEMUYECKOM 00JIe3HbIO cep/ia, 3a00IeBaHUAMHU MepUPEepUUECKUX apTepHid
WIK 1epeOpOBaCKYISIPHBIMU 3a00JIEBaHUAMU, a TakXKe IpU HaIU4YUM (AKTOPOB pHUCKA
pPasBUTHSL CEPIACUHO-COCYIUCTBIX 3a00JeBaHMM, TAaKUX KakK apTepualibHas TUIEPTeH3Hs,
TUIEPJIMINIEMUs], caxapHbId ualeT, KypeHue, cleayeT NMPUMEHATh JOPHOKCHUKAM TOJIBKO
IIOCJIE TIIATEIBHOM OLEHKH OKHUIAEMOM MOJIb3bl TEPANIMU U BO3MOKHOT'O PUCKa.

IIpn onHoBpemenHoM npumeHeHun HIIBII m remapunHa npu nmpoBeACHUM CHUHAIBHOW H
AMUAYPAIbHOW aHECTE3UH, MOBBIIIAETCS PUCK PA3BUTHSI TEMATOMBI.

bonesnu xoorcu

B odenb peakux ciaydasix cooOLIalioch O TSKEBIX KOXKHBIX PEAKIMIX, B HEKOTOPBIX CIydasx
C JIETAJIbHBIM HCXOJIOM, BKJIFOUas 3KCPOTUATUBHBIN nepMaTut, cuHipoM CtuBeHca-/[>koHcoHa
Y TOKCHUUYECKUH AMHIEPMAIIbHBIN HEKPOJIN3.

Puck Takux peakuuii Hanboee BBICOK B Hayajie TePaNuu — Pa3BUTUE peaKMK HAaOI0aaeTcs B
NEepBBIA MecAll JIeYeHHUs B OOJBIIMHCTBE ciiyyaeB. [IpuMeHeHHe JIOpHOKCHMKaMa CIeayeT
MPEKPATUTH MPHU MEPBOM K€ MOSBIECHUN KOKHOM CBINHU, BBICHIITAHUN Ha CIM3UCTHIX 000JI0YKax
WIN JTIOOBIX IPYTUX MPU3HAKOB THIIEPYYBCTBUTEIBHOCTH.

Pecnupamopnvie 3abonesanus
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COOTBETCTBYET 2K
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C 0CTOPOXKHOCTBIO CIIElyeT Ha3HauyaTh Ipenapar naujgeHTaNE=¢] GpoHKEANHON AeTMONI B

aKTHBHOM (ha3e Wiu B aHaMHe3e, TOCKOIbKY u3BecTHO, 4yTo HIIBII MoryT cipoBomupoBars y
TaKHUX MAIlMEeHTOB OPOHXOCIIAa3M.

Cucmemnas Kpachas 6014aHKA U CMeuaHHble 3a001e8aHUsA COeOUHUMENbHOU MKAHU
Heo0Oxoaumo co6mro1aTh OCTOPOKHOCTD IIPU MPUMEHEHUH JJopHOKcukama nanuentamu ¢ CKB
U CMEUIaHHBIMU 3a00JI€BaHUSIMU COEIMHUTENIBHOM TKaHU, TaK KaK MOKET ObITh MOBBIIIEH PUCK
aCenTUYECKOr0 MEHUHTUTA.

Hegpomoxcuunocmo

OnnoBpemennoe npumeHenue HIIBIT u Takposimmyca MOXKET IPUBECTH K MOBBIIICHUIO PUCKA
HE(POTOKCUYHOTO JIEHCTBUS BCIEACTBHE YTHETCHHsI CHHTE3a MPOCTAIMKINHA B roukax. [Ipu
KOMOWHUPOBAHHOM  Tepamuu  JaHHBIMH  TIpernaparaMd  HEOOXOJUMO  TINATEIbHO
KOHTPOJIMPOBATH (PYHKIIHIO TIOYCK.

Jlabopamopnvie nokazamenu

Kak u npna OGompmmuacTBa HIIBIL, cooOmianocs o ciay4asx NOBBIIIEHUS aKTHUBHOCTH
CBIBOPOTOYHBIX aMUHOTpaHC(eEepa3, YPOBHS CHIBOPOTOYHOIO OWIMPYyOWHA WM JPYTUX
OMOXMMHYECKHX TIOKa3aTelied (yHKIMM TIICYEeHH, a TakKe O TOBBIIICHHH YpPOBHEH
CBIBOPOTOYHOTO KpEaTWUHWHA U MOYEBMHBI W O JIPYIHMX OTKJIOHEHHSIX JIaOOopaTOPHBIX
nokazareneil. Ecnu mo0oe W3 TakMX OTKIOHEHMH OKaXeTCSd 3HAaYUMBIM WM OyJeT
COXpAHATHCS JUIMTENIbHOE BpEMs, MPUMEHEHHE JIOPHOKCHMKama CleAyeT NpeKpaTuTh WU
Ha3HAYUTh COOTBETCTBYIOIINE UCCIICIOBAHMUS.

DepmunbHocmo

[TpuMmeHeHue TIOpHOKCHKaMa, KaK U JII000Tro MpernapaTa, UHTHOUPYIOIIEro IIUKIO0OKCUTeHA3y U
CUHTE3 POCTArjJaHInHOB, MOXKET HAPYIIUTh PePTUIHHOCTh U HE PEKOMEHYETCs )KEHILNHAM,
MJIAaHUPYIOMUM OE€peMEeHHOCTh. Ecnu JKeHIMHAa HE MOXKET 3a0epeMEHETh WU TMPOXOAUT
o0creoBaHuUE 110 OBOY O€CIIoNNsl, IPUMEHEHHE JIOPHOKCHKaMa ceyeT NPeKpaTUTh.
Bempsnas ocna

B peakux cnyyasx BHpPYC BETPSHOM OCHBI MOXXET BBI3bIBaTh TsDKEIble WH(EKIHOHHBIC
OCJIOKHEHUS CO CTOPOHBI KOKHM M MITKUX TKaHEeW. B HacTOAmM MOMEHT HEJb3sI UCKIIIOUUTD
pons HIIBII B yxymmeHuu TedeHHs 3TUX WHOEKIIMOHHBIX OCIOXHEHWH. PexomeHmyercs
n30eratb MPUMEHEHUS JTOPHOKCUKaMa MPU HHQPEKIUAX, BEI3BAHHBIX BUPYCOM BETPSIHOW OCTIHI.

BcnomorarenpHbI€ BelllecTBa

IIpenapar JlopHokcukam KaHOH comepku B CBOEM cOcCTaBe JakTo3y. IlammeHtam ¢ peako
BCTPEYAIONICIHCS HACIEACTBEHHONW HEMEePEHOCUMOCTBIO TalaKTO3bl, JCPHUIIMTOM JIAKTa3bl
Jonapei Wi MII0K030-TaTaKTO3HOM MasibabcopOIIeil He ciaelyeT MPUHIUMATh 3TOT Ipernapar.
4.5. B3aumopneiictBue ¢ JAPYrHMH JIeKAPCTBEHHBIMH MNpenapaTtamMM W Jpyrue BH/bI

B3aHNMOJAEHCTBUSA
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OpnHoBpeMeHHOE TPUMEHEHNE JOPHOKCHKama U (MOCNENOBATENLHOCTE

- LMMETH/IMHA — MTOBBIIIAET KOHIICHTPALIMIO JJOPHOKCHUKAaMa B I1JIa3M€ KPOBH, UTO MOKET
YBEJIUYUTh PUCK Pa3BUTHUS HEXKEJATEIbHBIX pPEAKUUN JIOPHOKCHMKaMa. BzaummonencTBus c
PAHUTUIUHOM UM AHTALMIHBIMU [IPENapaTaMy HE BBISIBICHO;

— AHTHUKOATYJISHTOB (Hampumep, Bap(hapHuH) WIK HHTHOUTOPOB arperauy TPOMOOIIMTOB
— BO3MOXKHO YBEJIMYEHHE BPEMEHM KpPOBOTEUEHMS (IIOBBILICHHBIA PUCK KPOBOTEUEHHS,
HEO0OXOIUM KOHTPOJIb MEXKAYHAPOIHOT0 HOpMain3oBaHHOTO oTHOLEeHUss (MHO));

- (heHnpokymMoHa — cHHKeHHEe () (PEKTUBHOCTH JIeUeHUsI PEHITPOKYMOHOM;

- renapuHa — HIIBII noBbIIarOT pUCK KPOBOTEYEHUS W Pa3BUTHUS CIMHAIBHOW WIH
AMUAYPATIBbHON TeéMaTOMBbl IPU OJTHOBPEMEHHOM NPUMEHEHUU C T€apUHOM IIPH MIPOBEIECHUU
CIIMHAJILHOM WJIH dIIUypajJIbHON aHECTE3NH;

— HHTHOMTOPOB aHTMOTEH3UHIIpeBpaiaomiero hepmenrta (AIID) — MokeT MPUBOIUTD K
CHIDKEHHIO TUTIOTEH3UBHOTO JIeicTBHUs nHTHONTOpa AIlD;

- Oera-apeHOOJIOKATOPOB — CHUXKAET THUIOTEH3UBHYIO d3(QeKTuBHOCTh OeTa-
aapeHo0I0KaTOPOB;

— OJI0KaTOPOB PEIeNTOPOB aHTHOTeH3UHA [ — cHIKaeT runotTeH3uBHy0 3¢ (HEeKTUBHOCTH
0JIOKaTOpPOB pelenTopoB aHrnoreH3uxa II;

- JMYPETUKOB — CHH)KAeT MOUETOHHbIHN 3()(PeKT 1 runoTeH3uBHOE ACHCTBUE METIEBBIX U
THA3UJHBIX JUYPETUKOB M KaluicOeperarmmx JUYpeTUKOB (IOBBIMIEHHBIH PUCK pPa3BUTHA
THIEPKATNEMHUH U HEPPOTOKCUUHOCTH);

- JUTOKCHHA — CHUYKAeT TIIOYEYHBIH KIHWPEHC JUTOKCHHA, 4YTO IIOBBIIIAET PHUCK
TOKCUYHOCTH TUTOKCHHA;

- XUHOJIOHOBBIX aHTUOMOTHKOB (HampuMmep, JeBo(IOKCauH, 0(IOKCALIMH) — MOBBILIAET
PHUCK pa3BUTHS CYJJOPOKHOTO CHHJIPOMA;

- aHTHarperaHToB (HalpuMep, KIOMUAO0IPEeN) — MOBBIIIAET PUCK KPOBOTEUEHUS;

- npyrux HIIBII — yBenuuuBaer puck pa3Butus si3BeHHOM Oosiesun wumu JKKT
KPOBOTEYEHHIA;

- TIIOKOKOPTUKOCTEPOUIOB — YBEIIMUUBAET pUCK M3bsA3BiIeHUS JKKT min KpoBOTeUeHU;
— METOTpeKcaTa — MOBBIIIAET KOHIIEHTPAIMI0 METOTPEKCaTa B CHIBOPOTKE. JTO MOKET
NPUBECTH K YCUJICHMIO TOKCHMUYHOCTH. [Ipr HE0O0X0AMMOCTH OJHOBPEMEHHOI'O NMpPUMEHEHHUS
9THUX IpenapaToB TpeOyeTcs MPUCTAIbHOE HAOIIOIEHNE 32 TALUEHTOM;

- CEJIEKTUBHBIX MHTUOMTOPOB 0OPaTHOIO 3aXBaTa CEPOTOHMHA (HaIlpUMep, LIUTAJIoNpam,
(bIyoKCeTHH, MapoKCceTHH, cepTpainuH) nossimaeT puck JKKT kpoBoreuenuit;

- COJIEH JINTHS — MOKET BBI3bIBATh YBEJIMUEHUE MMKOBBIX KOHIIEHTPALUN JINTHS B IIJIa3Me

KpOBH U, TEM CaMbIM, YCUJIUWBATh U3BCCTHBIC HCKCIIATCIIbHBIC PCAKINH JIMTUS. H606XO,I[I/IMO
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IIOCTOSIHHOE HAONIOJICHHE 3a YPOBHEM HOHOB JINTHA (B|(CHIBOPOTKE \KPOBKH 0CO0eHH0] Ha

MepBOHAYAILHOM 3Talle JICYCHHUs], P U3MEHEHUH J103bl U MIPEKPALECHUH JICUECHNUS;

— LUKJIOCTIOPUHA — YBEJINYUBAET HE(PPOTOKCUIHOCTD LIUKJIOCTIOPHHA.
HedpoToKCHYHOCTh IIUKIOCIOPHUHA MOXKET YCHIIUBATHCS BCIEACTBHUE BIUSHUS JOPHOKCHKaMa
Ha CHHTE3 I[IOYEUHBIX MPOCTarjaHguHOB. [Ipy COBMECTHOM MPUMEHEHUM IMIpenapaToB
HE00XO0IUMO CIIEIHUTD 33 QYHKIHEH MOYEK;

- MIPOU3BOJIHBIX CYIb(OHUIMOUEBUHBI (HAapUMep, TIHOEHKIaMuAa) — TMOBBIIIAETCS
PHUCK TUIIOTTIUKEMUU;

- uedamangoi, uedomnepasoH, 1epoTeTaH, BAIBIIPOEBas KUCIOTa — YBEITUYUBAIOT PUCK
KPOBOTEUYCHHS,

- BEIIECTB, SBISAIOIIUXCS WHAYKTOpamMu W wuHruoutopamu uzopepmenta CYP2C9:
nopHokcukaM (kak u gpyrue HIIBII, wmerabomusupyembie uzopepmentom CYP2C9)
B3aMMOJICHCTBYET C €r0 MHAYKTOPAaMH U MHTHOUTOpaMU,

— TaKpOJIMMYCa — TOBBIIIEHHE PUCKA HEPPOTOKCHUHOTO 3(PeKTa BCICACTBUE YTHETCHHS
CUHTE3a MMPOCTAlMKINHA B MOYKaX. [Ipu coBMeCTHOM MPUMEHEHUH MpenapaToB HEOOXOANUMO
CIIeTUTh 32 QYHKITUEH MOYEK;

- nemerpekcena — HIIBII mMoryr CHMKaTh ITOYEUYHBIM KIMPEHC IEMETPEKCENa, YTO
MPUBOAUT K BO3PACTAHUIO HEMPOTOKCHYHOCTU U IKEIYAOYHO-KUIIEYHONM TOKCHYHOCTH
mpernapara, a TaK)kKe K YTHETEHUIO KPOBETBOPEHUSI.

B cnyuae mpuema mpemapata JlopHokcukam KaHOH ¢ muinel BcachlBaHHE JOPHOKCHKama
3ameisiercs. [loatomy mpenapat JlopHokcukam KaHOH He cienyeT mpuHUMaTh BMECTE C
numen, ecnu TpeOyercs ObICTpOe HACTYIUICHWE NEUCTBHUS mperapara (CHITHE O0JIEBOTO
CHHJIPOMA).

[Tpuem c numielt MOXKET CHUXKaTh BCAaChIBAaHWE JIOPHOKCHKaMa mpuMepHo Ha 20 % U MOBBIIIATH
BpEMsI TOCTHIKCHHSI MaKCUMaTbHOM KOHIIEHTpaUH (Timax).

4.6. DepTUIBLHOCTD, 0€PEMEHHOCTD U JIAKTAIUSA

bepeMeHHOCTB

[IpemapaT mpoOTHBOMOKA3aH MpU OEPEMEHHOCTH, MOCKOJIbKY KIMHUYECKHX NAHHBIX MO €ro
MpPUMEHEHUI0 ipu 6epeMeHHOCTH HeT. [loiaBnenue cuaTe3a mpocTariaHAnHOB MOXKET OKa3aTh
OTpULIATENIbHOE BIIMSHHE Ha Te4YeHHe OEpeMEeHHOCTH W/WiM pa3BUTHE IuioAa. JlaHHbIE
SMUAEMHOJIOTHYECKHUX HUCCIIeI0BaHUM YKa3bIBAIOT Ha MOBBIIIEHHBIN PUCK CaMOMPOU3BOIBHOTIO
abopTa © TIOPOKOB cepAlla y IUIOAAa TIIOClie TPUMEHEHHS WHTHOUTOPOB CHHTE3a
MPOCTarfiaHJAMHOB Ha PaHHEM cpoke OepeMeHHOCTH. CUHMTaeTcs, 4TO PHCK BO3pacTaeT ¢
pOCTOM 103l W YBEJIMYEHHUEM NPOAOKUTEIBHOCTU JIeYeHHS. Y JKMBOTHBIX BBEICHHE

I/IHFI/I6I/ITOpa CHUHTC3a NpOCTarjiaHAWHOB IMIPHUBOJAUTIO K IMOBBIICHUIO YAaCTOTHI IIPECA- U IOCT-
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VMIUIAHTAllAOHHOM TOTEpH SMOPHOHOB M | rubOeny [ [PMOPHEOROR: A\ HE [1PA3HBIN L CPOKaX

O6epemMeHHOCTH. B mepBOoM 1 BO BTOPOM TpUMECTpax O€peMEHHOCTH MPUMEHSITh HHTUOUTOPHI
CHHTE3a IMPOCTArIaHAMHOB CIEAYeT TOJBKO B CIIydasX BBIPAKXEHHOH HEOOXOIMMOCTH.
[IprumMeHeHre HHTHOUTOPOB CHHTE3a MPOCTATJAaHIMHOB B TPEThEM TPUMECTpPE OEPEeMEHHOCTH
MOJKET HPUBECTH K TOKCUYHOMY BJIMSHHUIO Ha CEepAlle U JerKHue Imoja (IpexIeBpeMeHHOe
3aKpBITUE APTEPUAILHOTO IIPOTOKA U PA3BUTHE JIETOYHOM THIEPTEH3HMH), @ TAKXKE K IOYEUHON
HEJ0CTaTOYHOCTHU U, CIIEA0BATEIbHO, YMEHBUIEHUIO KOJIMYECTBA AMHUOTHYECKOMN JKMJIKOCTH.
[Tpumenenue HIIBII xeHmmnamu B cpoke ¢ 20-i1 Heenu 6epeMEeHHOCTH MOXKET IPUBOIUTH K
Pa3sBUTHIO MAJIOBOJMS W/WIN MATOJOTUHM NOYEK Y HOBOPOXKAECHHBIX (HEOHaTa bHAas MOYeUHast
mucynkus). [IpuMeHeHre MHIMOMTOPOB CHHTE3a MPOCTArJaHIMHOB Ha IMO3IHUX CPOKax
OepeMEeHHOCTH MOXKET BbI3BaTh YIMHEHHE BPEMEHU KPOBOTEUEHUS Y MAaTEPU U IJ10/1a, & TAKKE
M0JIaBJICHUE COKPATUTEJIbHONM AKTUBHOCTH MAaTKH, YTO MOKET OTCPOYMTH WM YAJIUHUTH
nepuoJi poJaoB. B KoHIe OGepeMEHHOCTH MHIMOMTOPBI CHHTE3a HPOCTarjaHAWHOB MOTYT
BBI3BAaTh YJ/UIMHEHHE BPEMEHUM KPOBOTEYEHHsS y MATEpU MU IUIOJA, a TAKXKE IOJABICHUE
COKpAIlleHUIl MAaTKH, YTO MOXKET IPHBECTH K IIEPEHAIINBAHUIO OEPEeMEHHOCTH WIIH
YBEJIMUYEHUIO TPOJOJKUTEIBHOCTH POAOBOI0O IEPUO/IA.

Jlakranus

JlaHHBIX O TOM, IPOHMKAET JIM JIOPHOKCUKAM B TPYJTHOE MOJIOKO U€JIOBEKa, HET. JIopHOKCHKaM
OOHapy)KMBaeTcs B MOJIOKE CaMOK KpbIC B CpPAaBHUTEIbHO BBICOKMX KOHIEHTpAIMsX.
JlopHOKCHKaM HE JTOJIKEH MPUMEHSTHCS Y HKEHILUH, KOPMALIUX IPYAbIO.

DdepTUabHOCTD

[TpumeHeHue TIOpHOKCHKaMa, KaK U JII000Tro MpernapaTa, MHIHOUPYIOIIETo IIUKIOOKCUTeHA3y U
CUHTE3 POCTArjJaHInHOB, MOXKET HAPYIIUTh PePTUIHHOCTh U HE PEKOMEHYETCs )KEHILNHAM,
MJIAaHUPYIOMUM OE€peMEeHHOCTh. Ecnu JKeHIMHAa HE MOXKET 3a0epeMEHETh WU TMPOXOAUT
obcrneoBaHue IO MOBOTY OECII0NUsI, MPUMEHEHHUE JTIOPHOKCHKaMa CIIeTyeT TPEKPaTUTh.

4.7. BiusiHue HA CNOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpeACTBAMHM U padoTaTh ¢
MeXaHH3MaMH

[TarueHTHsl, y KOTOPBIX OTMEYAETCs TOJIOBOKPYKEHUE W/WIM COHJIMBOCTH BO BPEMsI JICUCHHS
JIOPHOKCHKAaMOM, CJIEJIyeT BO3JCPKUBATHCS OT BOXKICHUS aBTOMOOWIIS U YIpaBJICHUS
TEXHUKOM.

4.8. Hexkenare/ibHbIE peaKINU

Pesrome mpodmnsg 6e30mmacHOCTH

Haubonee yacto BcTpeuaromuecs HexenaTenbHble peakuuu Ha Qone nmpumenenus HIIBII
orMeyvatorcsi co ctopoHsl JKKT: Moryr pa3sBuBaThCs MENTHYECKHE SA3BBI, Mepdopanus Win
KeNyJOYHO-KUIIEYHOE KPOBOTEUCHHE, WHOT/Ia CO CMEPTEIbHBIM HCXOJIOM, OCOOCHHO Yy

noxuneix mogen. Ilocne npumenenus HIIBII oTrmedanncs TomHOTa, pBOTA, AUapes,
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ot 31.08.2023 N= 16828

METEOPHU3M, 3aMOpbl, JUCIENCUYECKUE ABICHUA, 00nH HRABOES] (MENCHal| kpuBasas PBOTA,

MY OTYETY

SI3BEHHBI CTOMATUT, 00OcTpeHue koiuta uiau Oone3Hu Kpona. B Gonee penkux ciydasx
Ha0JII01aJICs racTPUT.

[Ipumepro y 20 % mnanueHTOB, MOJIYYAalOUIMX JIOPHOKCUKAM, MOIYT pa3BUBaTbCs
HeXenaresnbHble peakiuu. Haunbosee wyacTbIMM SIBISIOTCS TOLIHOTA, PBOTA M JAuapes,
JHUCTIETICUYECKHUE SIBJICHHSI, PACCTPOMCTBO MUIIEBAPEHHUs, O0JIN B )KUBOTE.

Coo01manocs o ciydasx 0TeKa, apTepuaIbHOM THIEPTEH3UH U CEpACYHON HEJOCTATOYHOCTH B
cBsa3u ¢ npumenenueM HIIBII.

Pe3ynpTaThl KIMHUYECKUX HUCCIIEAOBAHUM U AMUAEMHOJIOTHYECKHUE JaHHbIE 1al0T OCHOBAHUS
npeanonarars, yto npuMeHenre HIIBII (ocoGeHHO anuTenbHOE M MPUMEHEHHE B BBICOKHX
J103aX) MOJET OBITh CBS3aHO C TOBBIIIEHHBIM PHCKOM Pa3BUTHUSI CEPIEYHO-COCYAMCTBIX
TPOMOOTHUYECKUX OCIOXKHEHUH (HanpuMmep, HH(papKTa MUOKap/a WIH WHCYIIBTA).

B enuHMuHBIX cilyyasX y MAlUEHTOB C BETPSHOM OCIOM BO3MOXKHO DPa3BUTHE CEPbE3HBIX
UHQEKIMOHHBIX OCJIOKHEHUH CO CTOPOHBI KOKU U MATKHX TKaHEH.

Tabauunoe PE3I0OME HEXKENATCIILHBIX PEAKINI

B npuBeneHHOW HMKe TaONUIlE TEPCUMCIICHBI HEXKENATeIbHBIC PEaKIHUU, KOTOPHIE
Habmonanucek y 6omnee ueMm 0,05 % narueHToB u3 6417, nony4aBimux Je4eHUE B KIIMHUYECKUX
uccienoBaHusIX. HexenarenpbHble peaklMU CTPYIIUPOBAHBI [0 YacTOTE pa3BUTUSA B
COOTBETCTBUU CO Clenyromlei kinaccudukamueit: ouerb yacto (>1/10); gacto (ot >1/100 mo
<1/10); medacto (ot >1/1000 mo <1/100); peaxo (ot >1/10000 mo <1/1000); oueHb peaKo

(<1/10000); yactora Heu3BecTHA (HE MOXKET OBITH OI[CHEHA HA OCHOBE MMEIOIINXCS JIAHHBIX ).

CucremHo-
N Yacrora HexesaTebHbIe peakunu
OpraHHbIN KJacc

Nudexunonnsie n Penxo ®apuHruT

napasuTapHble

3a00JieBaHUA

Hapymenus co Penxo AHemus, TPOMOOLIUTOIIEHUS, TEUKONICHUS,

CTOPOHBI KPOBH U YIJIMHEHUE BPEMEHU KPOBOTEUEHNUS

TUMQaTHIecKoi Ouenp Oxkxumosbl. Coobmanock, yto HIIBII moryt

CHUCTEMBI penko BBI3bIBaTh MOTEHIIUAIBHO TSIKEIIbIE
reMaToJIOrHuecKue HapylLIeH!sl, HallpuMep,
HEHUTPONEHUIO, arpaHyJIOUTO3, AlJaCTHYECKYIO
AHEMUIO ¥ TEMOJIITHYECKYIO aHEMUIO (KJ1acc-
cnernuduueckre 3¢ eKTo)

Hapymenus co Penxo ['unep4yBCTBUTENBHOCTD, BKIHOYAS

CTOPOHBI IMMYHHOMU aHa(uIaKTOUHbIE U aHA(DUIIAKTHYECKUE PEaKIH

CUCTEMBI

Hapymenus co Heuacto AHOpeKcHs, U3MEHEHU Beca

CTOPOHBI OOMEHa

BEIIECTB U MUTAHUS
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapymenus Heuacro BCCCOHH]III_[a, nenpRCeadIENOBATENEHOCTE 0003)
TICUXHUKHU Penxo CIyTaHHOCTh CO3HAHMW, HCPBO3HOCTh, BO30YKACHHE
Hapymenus co Yacro Jlerkasi, mpexosiias roJoBHas 00Jb,
CTOPOHBI HEPBHOU TOJIOBOKPY)KEHHUE
CUCTEMBI Penko CoHnMBOCTD, MAPECTE3UN, HAPYLIECHUS BKYCa,
TPEMOP, MUTPEHb
OueHb Acentuueckuii MeHUHTHT Y 6016HBIX CKB 1
penko CMELIaHHBIMU 3a00JI€BaHUAMU COECAMHUTEIIbHON
TKaHU
Hapymenus co Yacro KoHbIOHKTUBUT
CTOPOHBI Oprana Penko PaccrpoiicTBa 3penus
3peHus
Hapymenus co Heuacto [Ilym B ymiax, BEpTUIo
CTOPOHBI OpraHa
CllyXa U paBHOBECUS
Hapymenus co Heuacto CepaieOuenue, TaxuKap/Ius, OTEKH, CepIeTHAS
CTOPOHBI cepALa HEJ0CTaTOYHOCTh
Hapymenus co Heuacro [IpunuB KpoBU K ULy, OTEKH
CTOPOHBI COCYJIOB Penxo ApTtepuanbHasi TMIIEPTEH3Us], IPUIINBBI KPOBH,
KPOBOM3JIUSAHHUS, TEMAaTOMBI
Hapymenus co Heuacto Punur
CTOPOHBI Penxo JucnHo), Kalenab, OpoHXocnasM
NBIXaTeNbHOMI
CUCTEMBI, OPraHOB
TPYAHOM KIIETKU U
CPEeIOCTEHUS
Hapymenus co Yacro TomHoTa, 60511 B )KUBOTE, AUCHENICUYECKHE SBICHUS,
CTOPOHBI nuapesi, ppoTa
KEITyT0YHO- Heuacto 3anop, MeTeopu3M, OTPBIKKA, CYyXOCTb BO PTY,
KMILIEYHOT'O TPaKTa racTpuT, AS3B€HHas 00JIe3Hb JKeIyKa, 00IH B
ANUTaCTpaIbHOM 00J1aCTH, sI3BEHHAs 00JIE3Hb
JIBEHA/ILIATUIIEPCTHOMN KUIIKH, U3bSA3BICHUS B
IIOJIOCTH pTa
Penxo Mernena, KpoBaBasi pBOTa, CTOMaTHT, 330(arur,
ractpos3odareanbHoi pedroke, Tucdarus,
aTO3HBIN CTOMATHT, TIIOCCHUT, IephopaTUBHAS
MenTHYecKas si3Ba, KeIyJ0OUHO-KUIIIEYHOe
KpOBOTEUYECHHE
Hapymenus co Heuacto [ToBeIIEHNE TTOKA3aTeNeil TeCTOB (PYHKIIMH MTEYESHH,
CTOPOHBI IIEYEHH U MOBBIIIEHUE AKTUBHOCTHU MEYEHOUYHBIX (PEPMEHTOB -
KEITYEBBIBOJAIINX anaHnHaMuHoTpaHchepassl (ATAT) unu
yTei acriapraraMuHoTpaHcdepassl (AcAT)
Ouenb I'enaroTOKCUUHOCTD, KOTOpask MOXKET IPUBECTH K
penko IIEYCHOYHON HENOCTATOYHOCTH, TE€NIATUTY, KENTYXE U

XoJjecra3y
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Hapymenus co Heuacro Ceinb, 3yi1, NOTIHBOCTE] [P PATEMATOSHASHCBIIBL 003
CTOPOHBI KOKH U KpalnuBHULA, aHTMOHEBPOTUYECKUH OTEK, aJlONELHUs
IIOJIKOYKHBIX TKaHel | Peaxo Jlepmatut, sKk3ema, ypIiypa
Ouenb Otek u peakuuu Oy/UIE3HOTO TUIIA, CHHAPOM
penKo CruBeHca-/[’>KOHCOHA, TOKCUYECKUI MM IEPMAIbHBIN
HEKpOJIn3
Hapymenus co Heuacto Aptpanrus
CTOPOHBI Penxo bonp B KOCTAX, MBIILIEYHBIE CIA3Mbl, MUAJITUS
CKEJIETHO-
MBILIEYHON U
COCIMHUTEIIBHON
TKaHU
Hapymenus co Penko Huktypus, HapyleHnss MOYEUCITyCKaHuUsI,
CTOPOHBI IOYEK U MOBBIIICHUE YPOBHS MOUYEBUHBI U KPEaTHHUHA B
MOYEBBIBOSILINAX KpOBHU
nyrei Ouenb VY nauueHToB ¢ yKe UMEIOIIMMCS HapylUIEHUEM
penko (GYHKINU TTOYEK, KOTOPBIM IS TOIACP KaHUS
MIOYE€YHOI'0 KPOBOTOKA HEOOXOMMbI IOUEUHbIE
IIpOCTarjaHAUHbI, JJOPHOKCUKAM MOKET
CIPOBOLIMPOBATH OCTPYIO OUEUHYIO
HeZ0CTaTOYHOCTh. HepOTOKCHYHOCTH B pa3IUYHBIX
dhopmax, BKIro4yas HepuUT U HeHPOTHICSCKUI
CHHJIPOM, SIBJISIETCA KJlacc-Crieln(puIeckum
s dexrom HIIBIIT
Oo6mue Heuacto Henomoranue, oTex numa
paccTpoicTBa U Penxo AcrteHus
HapylIeHUs B MECTe
BBE/ICHUS

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

Baxno COO6H_IaTI> 0 IIOA03PCBACMBIX HECKCIIATCIBHBIX pPCAKIUAX TIOCIEC pPErucTpannuun

npenapara ¢ LEJIbl0 O0ECeueHus HENPEPHIBHOTO MOHUTOPHHIA COOTHOIICHHS «I10JIb3a —

PHCK» JIEKapCTBEHHOT'O Ipenapara. MeInIuHCKUM pabOTHHKaM PEKOMEH]IyeTCsl cOo0IaTh O

JHOOBIX MoA03pCBACMBIX HECIKCIIATCIIbHBIX PCAKIHUAX JICKAPCTBCHHOTO IIpCIiapara 4Yepe3

HallMOHAJIbHBIC CHUCTCMBI COO6H.[€HI/I$I 0 HCXKCIIATCIIBHBIX PCAKIUAX TOoCyAapCTB — YJICHOB

EBpazniickoro 3K0HOMHUYECKOTr0 CO03a.

Poccuiickas ®@eoepayus

®denepanbHas ciyx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHanzop)

109012, Poccuiickas @enepanus, r. Mocksa, CnaBsiHcKas momaisb, 1.4, crp.l

Temedon: +7 (800) 550-99-03
DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru
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4.9. Ilepeno3upoBka (MOCNEOOBATENEHOCTE

CumMnTOMBI

B nacrosimee Bpemst HET JaHHBIX IO MEPEAO3UPOBKE, KOTOPHIC TMO3BOJISIIN OBl OICHHUTH €€
MOCJIECTBHSI WM MIPEUIOKUTH CTIEHU(PUIECKOE JICUCHHE.

B cinyuae nepeno3upoBKH JIOPHOKCHMKaMOM, MOTYT HaOIOJAaTbCs CIEAYIOIINE CUMITOMBI:
TOLIHOTA M PBOTA, liepeOpalibHble CHUMIITOMBI (IOJIOBOKPYKEHHUE, PACCTPOMCTBO 3peHMus,
aTaKCHs, IEPEXO0/AIas B KOMY U CyI0poru). Bo3MokHbI n3MeHeH!s! (yHKINH [TEYEHHU U TOYEK
U HapYIICHUs CBEPTHIBAEMOCTH KPOBH.

Jleuenue

[Tpu peanbHO# MK MpeanoaaraeMoil nepeo3upoBKe CleayeT IPeKpaTuTh NPUEM JIEKapCTBa.
bnaromapss KOpOTKOMY TEpPHOAY IONYBBIBEACHUS JIOPHOKCHKAM OBICTPO BBIBOJUTCS U3
opranusMma. /lnamu3 HeadhexkTuseH.

Jlo HacTosIIIero BpeMEeHH! O CYLIECTBOBAaHUM CHEIM(PUUECKOr0 aHTUI0Ta HE U3BECTHO.
Heo6xonumMo npeaycMOTpeTh MPOBEJCHUE OOBIYHBIX HEOTJIOKHBIX MEPONPHUSATHHA, BKIIOUYas
IpOMBIBaHHE KeTyaKa. Vicxoas u3 o0muX MpUHIMIIOB, TPUMEHEHHE aKTUBUPOBAHHOTO YIS
TOJILKO TIPH YCJIOBHHU €ro MpHuéMa cpasy ke mociie npuéma npemnapara Jlopaokcukam Kanon
MOJKET HPUBECTH K YMEHBUICHHIO BCAChIBAEMOCTHM mpemnapara. Jis JieueHus >Keiy104HO-

KHUIICYHBIX paCCTPOﬁCTB MOT'YT IPUMCHATBHCA aHAJIOTU IIPpOCTArJlaHAHA WU PaHUTHIUH.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOIicTBA

®dapMakoTepaneBTUYECKass TPYIIA: IPOTUBOBOCHAIMTEIBHBIE M IPOTUBOPEBMATUYECKUE
IIpenaparsl; HECTEPOUIHBIE IPOTUBOBOCIIAINTENBHBIE U IPOTUBOPEBMATHUECKHE NPENAPATHI,
OKCHKaMBl.

Koxg ATX: MO1ACO5

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘{CCKI/IC Bd)d)eKTBI

JIopHOKCHKaM SIBJISETCS HECTEPOUIHBIM IPOTHBOBOCHIAIUTEIBHBIM CpPEACTBOM, 00JanaeT
BBIPQKEHHBIM 00€300JIMBAOINM U TIPOTHBOBOCHATUTEIBHBIM JICHCTBHEM, OTHOCHTCS K KIlaccy
OKCHKaMOB.

B ocHoBe MexaHu3Ma JEWCTBUS JIKHUT T[IO/IaBJICHHE CHHTE3a IPOCTarjaHIMHOB
(uarubupoBanue ¢epmenta ukinookcureHassl (LJOIY)), mpuBomsiiee K yMEHbBIICHUIO
BOCTAJICHUS.

JlopHOKCHKaM HE OKa3bIBAaeT BIMSHUS HAa OCHOBHBIC ITOKA3aTeNd COCTOSIHUS OpTraHW3Ma:
TEMIIEPATYPY TeJIA, YaCTOTY JIbIXaHUs, 4acToTy cepaeuHbIx cokpamenuii (HCC), aprepuanbHoe
nasnenue (AJl), nanueie anexkrpokapauorpammel (OKI'), cniupomerpuro.

Amnanprerudeckuii 3QPexT JOpHOKCHKaMa HE CBSA3aH C HAPKOTHYECKUM JACHCTBUEM.
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co CTEPTH(
A

JlopHOKCHKAM HE OKa3bIBaCT OMUATOIO00HOTO

y

(IHC) u, B oTiMuue OT HAPKOTHYECKHUX aHAJIBIE€TUKOB, HE YTHETAET /IbIXaHUs, HE BBI3bIBACT
JIEKapCTBEHHOM 3aBUCUMOCTH.

Bceneacreue Hanmuns mectHO-pasapaxarouiero aeictsus B otHowmeHn KKT u cucremuoro
yiblieporeHHOro 3(@ekTa, CBS3aHHBIX C TMOAABJIEHHWEM CHHTE3a IMPOCTArjaHAHHOB,
HapymeHus co cropoHsl JKKT sBisioTCs yacThIMU HexenaTeslbHBIMU 3¢ (deKTamMu INpu
neuenun HIIBII.

5.2. apmMaKoKHHeTHYeCKHUe CBOHCTBA

AOGcopbuus

JlopHOKCHKaM OBICTPO M MPAKTUYECKU IMOJHOCTHIO BCACHIBACTCS M3 KEIYIOYHO-KUIIEYHOTO
TpakTa. MakcuMabHasi KOHIICHTPAIUS B TUIa3Me KPOBH JOCTUTACTCS MPUOIM3UTEIHLHO Yepe3
1-2 4.

AOcomotHass OGuonmoctynHocTh coctaBisger mnpumepHo 90-100 %. DddexroB mnepBoro
MPOXOXKACHUS Tpenapara yepe3 rneyeHb He oOHapykeHo. CpelHui MepHro] MOTyBbIBEICHHS
npemnapara cocrasisier 3—4 u.

[Ipu onHOBpEeMEHHOM TIpueMe JOpHOKCHUKama ¢ uiieil Cmax CHIDKaeTcst mpumepHo Ha 30 % u
Tmax yBemuuuBaercs ¢ 1,5 10 2,3 4. AGcopOuus opHokcukama (paccuntannas mo AUC)
MO3KeT cHIKaTbes 10 20 %.

Pacnpenenenue

JlopHokcukaM OOHapyKMBaeTcsi B IUla3Me€ KpPOBM B HEU3MEHEHHOM BHJIE W B BHUIE
TUAPOKCHIIUPOBAHHOTO MeTabouTa. CTENeHb CBSA3BIBAHMS JIOPHOKCHUKAMA C OEJIKaMU TIJIa3Mbl
KPOBU COCTaBJISIET OKOJO 99 % M He 3aBUCUT OT KOHILEHTpauuu. JIOpHOKCHKaM Takxke
OOHapyHMBaeTCsi B CHHOBHAJIBHOM JKUAKOCTH TIOCIE MHOTOKPAaTHOTO  BBEICHHUS.

buorpancdopmarms

JlopHOKCHMKaM B 3HAYUTEIHHONH CTENEHH METa0OJM3UPYETCs B TII€YCHH, B OCHOBHOM
MOCPEICTBOM  THJIPOKCHJIMPOBAHUS ~ JO  HEAKTHMBHOTO  S-THIPOKCHIOPHOKCHKaMA.
Buotpancdopmarius 10pHOKCHKaMa ocyliecTBisieTcs: nmocpenctsoM usopepmenta CYP2CO.
BcenenctBue momumopdusMa reHa, KOAUPYIOMIETO MaHHBIA (DEPMEHT, CYIIECTBYIOT JIFOJH C
MEJICHHBIM U OBICTPHIM METa0O0JIM3MOM IIperapara, 4TO MOXKET NMPUBECTH K 3HAYUTEITHHOMY
MOBBIIIEHUIO YPOBHS JIODHOKCHKAaMa B TJIa3Me€ KPOBH Y JIMII C MEUIEHHBIM METabO0IM3MOM.
['mapokcuIupoBaHHBI  MeTabonmuT He o60iazaer ¢GapMaKoJIOTHUYECKOM aKTHBHOCTBIO.
JIopHOKCHKaM TIOJTHOCThIO MeTaboMu3upyeTcs: TpuMepHo 2/3 mpenapata BBIBOJUTCS
MeYeHkio, a 1/3 — moykaMu B BHJi¢ HEAKTHBHOI'O METa0O0JINTA.

DJIMMUHALMS

[lepuon momyBBIBEZICHUS JIOPHOKCHKaMa B CpeHeM cocTaBisieT oT 3 1o 4 4. Ilocne mpuema

BHYTpB npuMepHo 50 % npenapata BHIBOAUTCSA C KasioM U 42 % — nmoukamu, TJIaBHBIM 00pa3omM
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B BUAE S-TMIPOKCHJIOPHOKCHKama. Ilepuon | momyBulBeAEHHE [15-FMIPoRK¢EHIOPHDKCHKaMa

COCTaBJISIET MPUMEPHO 9 4 mocie mapeHTepaibHOro BBeAeHHMS | WM 2 pa3a B CYTKH.

,Z[OKaSaTeJIBCTB TOr0, 4YTO CKOPOCTD 3JIMMHUHAIINU U3MCHACTCA IIPU MMOBTOPHOM BBCACHUHU J103bI,

HCT.

JInIia moKMI0To BO3pacTa

VY NmoKHIIBIX MaMEHTOB (cTapiie 65 JeT) KIUpeHce npenapaTta cHmkeH Ha 30—40 %.

Iloueunas ¥ mo4YeUHasI HEAOCTATOYHOCTD

VY nanueHToB ¢ HApyMICHUSMU (YHKIHUU MEYEHHU WM MOYECK HE HAOIIOJAeTCs 3HAYMMBIX

N3MEHCHUN KHHETHKHU JIOPHOKCHKaMa, 3a HCKIHYCHHEM KyMYJSIHUKH Yy IIAIUCHTOB C

XPOHUYCCKUMHU 3a00JIeBaHUSIMH II€YEHH ITocie 7 I[Heﬁ JICUCHUSA B CYTOqHOﬁ J03€ 12 Mr unn

16 wmr.

6. PAPMALIEBTUUECKHUE CBOMCTBA
6.1. Ilepeyenb BcnoMoOraTeIbHBIX BelIECTB

S npo TabieTku

Kpockapmenno3a Harpus
JlakT03B1 MOHOTHIPAT
Marnus creapar
[ToBunon K-30

[enmono3a Mukpokpuctamnaeckas (tun 101)

[lneHo4Has 06onouka Tabnetku — Onanpaii® 20A220084 xenThIil:

['unpomennosa (TUAPOKCUITPONTMIIMETHIILIEIUTION03a)
['unposnos3a (THAPOKCUITPOIHIIEIIIIOI032)

Tanbk

Turana quokcug

Kpacutens xene3a okcuj KpacHbI

Kpacutenb XMHOIMHOBBIN KENTHII

6.2. HecoBMecTHMOCTDH

He npumenumo.

6.3. Cpok roaHocTH (CpoOK XpaHeHus )

2 roza.

6.4. Oco0ble Mepbl MPEIOCTOPOKHOCTH NMPH XPAHEHUHU
IIpu Temneparype He Boiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH
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I[To 10 mnu 30 TabyieTOK B KOHTYPHYIO SIMEUKOBYIO ynaKoBKy:Hg_mag{IggﬂﬁE@EIH}j}I-z(ﬁgbzlmgﬁ

i [IBX/TIB/IX u dhonbru amoMiUHHEBOM TIEYaTHON JTaKUPOBAHHOM.

ITo 30, 50, 60, 90 wim 100 TabneTok B GaHKY MOJUMEPHYIO JJIS JIEKAPCTBEHHBIX CPEICTB U3
MOJMATUIICHA HU3KOTO JABJICHUS WM TOJMATHIICHTepedTanara, yKylmopeHHYIO KPBIIIKONH U3
nonusTHiieHa (25 % [IDH + 75 % I13B]] unu HU3KOro aBiIeHMs ) WK MOJUIIPOIIUIICHA.

Ha GaHKy HakjenBarOT 3TUKETKY U3 OyMaru Wi CaMOKJIESALYIOCS TUKETKY.

IMo 1, 2, 3, 5, 6,9, 10 KOHTYpHBIX SYEHKOBBIX ynakoBok mo 10 Tabnerok wmm mo 1, 2, 3
KOHTYPHBIX SYEHKOBBIX ymakoBku 1o 30 Tabietok, wiau mo 1 OaHKe MOIMMEPHON st
JICKapCTBEHHBIX CPEACTB BMECT€ C HMHCTPYKIUEH IO NPUMEHEHHUIO (JIMCTOK-BKIIAIBIII)
MOMEIIAIOT B AYKy U3 KapTOHA JUISI TOTPEOUTENLCKON Taphl.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUUYTOKEHHHM WCHOJIb30BAHHOIO
JIEKApPCTBEHHOI0 Ipenaparta MWJIH OTXOA0B, IMOJYYEHHbIX IOcCjJde TPUMeHEeHHUs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AIEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA
Poccuiickas ®@enepanus

3A0 «KaHoHpapma MpoJaKIIH»

141100, MockoBckast 0611, r.0. lI{énkoBo, r. LI{énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnekrponHas noura: safety@canonpharma.ru

7.1. IlpeacraBuTe/Ib AeprKaTeJisl periCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy.

Poccniickas @enepanns

3A0 «Kanonhapma mpoIaKInH

141100, MockoBckast 06011., r.0. lI{éxoBo, T. Ll{énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

OnektpoHHas noura: safety@canonpharma.ru

8. HOMEP PETHCTPAIIMOHHOI'O YIOCTOBEPEHHUS
JITI-Ne(003117)-(PT-RU)

9. IATA MEPBUYHOM PETMCTPAIIMA (IIOJATBEPXKJIEHUSA PETUCTPAIINY,

INEPEPETUCTPALINN)

Hara nepBoii peructpauuu: 01 centsops 2023.
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10. JATA IEPECMOTPA TEKCTA

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 31.08.2023 N= 16828

(NMOCNEOOBATENEHOCTE 0003)

OOmast xapakTepuCcTUKa JieKapcTBeHHOro mnpemnapara JlopHnokcukam KanoH poctymHa Ha

UHPOPMALIMOHHOM TopTasie EBpa3uiickoro 3KOHOMHUYECKOTO COK03a B HH(OPMAIMOHHO-

KOMMYHUKaIMOHHOM ceTn «HTepHEeT» http://eec.eacunion.org/.
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