COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 16.07.2025 N2 17697

OBILAST XAPAKTEPHCTHKA JIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHUE JJEKAPCTBEHHOI' O ITPEITIAPATA
JIOPHOKCHKAM BEJI®APM, 4 mr, TabJIeTKH, MOKPHITHIC INICHOYHOW 000I0UKOM.
JIOPHOKCHKAM BEJI®APM, 8 mr, TabJIeTKH, MOKPHITHIC INIEHOYHOW 000I0UKOM.

2. KAUECTBEHHBIM 1 KOJITMYECTBEHHBIA COCTAB

JleiicTBytol1ee BEIIECTBO: JTOPHOKCUKAM.

JIOPHOKCHKAM BEJI®APM, 4 mr, TabJIeTKH, MOKPHITHIC TNICHOYHOU 000I0UKOM.

Kaxxnast Tabnerka copepkut 4 Mr JJOpHOKCHKama.

JIOPHOKCHKAM BEJI®APM, 8§ mr, Ta0IeTKH, MOKPHITHIC IIJICHOYHONW 000JIOUKOH.

Kaxxnas Tabnerka cofepKuT 8 Mr JJOpHOKCHKama.

BcrniomoratenbHble BelIecTBa, HAJIMYKWE KOTOPBIX HAJO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npernapara; JJakTo3bl MOHOTHApaT (cM. paszaen 4.4.).

[TonHbIN TepevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHOU 000TOUKOM.
Kpyrible nBOSKOBBINYKIIbIE TaOIETKH, MOKPBITHIE MIEHOYHOW 000sI04KON kenroro nsera. Ha

MONIEPEUHOM Pa3pe3e AaPO KEITOro 1BETA.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO
ITpennapatr JIOPHOKCHUKAM BEJI®APM noka3aH Kk NIPUMEHEHHIO Y B3pOCIBIX B BO3pacTe OT
18 ner:
e KparkoBpeMeHHOE CHMITOMATHYECKOE JIEUEHUE JIETKOTO0 MM YMEPEHHOIO OCTPOTo
00JIeBOTO CUHPOMA.
e CumnToMaruyeckas Tepanusi 0011 U BocajieHusl Ha poHEe OCTeoapTpUTA.
e CuMnToMaTHuecKas Tepanus 0011 U BocHaleHHUs Ha (JOHE peBMATOUIHOTO apTPHUTA.
4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBaHus

Jlo3bl W pexxuM mpHuema JUisi BCeX MAIMEHTOB JTOJKHBI OBITh OCHOBAaHbI HA WHIUBUIYalTbHOU
peakIMy Ha mpemnapar.
Puck BO3HMKHOBEHHsI HEKEJIATENBHBIX SIBICHUNA MOXXET OBITh 3HAYMTEIHHO YMEHBIICH, €CIH

MPUMEHATHh Tpenapar B HauMeHbIIeld 3(G(EKTUBHON 03¢ B TeYeHHE HambOoiee KOPOTKOTO
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nepuoia, He0OXOAMMOTO JiJIsi 00JIETYeHHsI CHMITITOMOB.

bonw

Hoza 816 mr/cytku, moaeneHHas Ha 2—-3 npuema. MakcuMmalnbHas PeKOMEHIOBaHHAs JTHEBHAS
no3a cocTaBidgeT 16 mr.

Ocmeoapmpum u peemMamouoHblll apmpum

CrapToBasi peKOMEHJOBAaHHAs /1032 COCTaBJIAeT 12 MI JIOpHOKCHMKama, IMOjelieHHas Ha 2—3
npuema. [lonnepxuBaromias 103a He 10JKHA NPEBbILIATh 16 MI' B IEHb.

Oco0nIe T'pYHOIIbI TAIMEHTOB

Toowcunvie nayuenmoi
CrenuanbHO MOAOMPATh 103y MOKWIBIM TanMeHtaMm (ctapiie 65 Jjiet) He Tpedyercs, OaHaKO
npenapar CleAyeT Ha3HadaTb C OCTOPOXKHOCTBIO, TMOCKOJBKY B STOW BO3pAacCTHOW TIpyIie
HE)KelaTebHbIE SIBJICHUS CO CTOPOHBI JKenynouHo-kumeuHoro Tpakta (JKKT) nepenocsres xyxke.
Tayuenmsi ¢ noueunoli HeOOCMaMmMoOyYHOCMbIO
Jis manMeHToB C JIETKMM W YMEPEHHBIM HapymeHHeM (QYHKIMHA TOYeK MaKCHMalbHas
pPEKOMEHJOBaHHAasi J03a COCTaBseT 12 Mr W JOJDKHA OBITH TMOjEICHAa HAa 2 Wiu 3 mpuema.
JlopHOKCHKaM MPOTUBOMOKA3aH MalMEeHTaM C TSHKEJION MOYEUYHON HeI0CTATOYHOCTBIO.
Tlayuenmoi ¢ neueHoyHol HEOOCMAMOUYHOCTBIO
J71s manueHToB ¢ yMEpeHHBIM HapyIIeHHeM (pYHKIIUH MMeYeHN MaKCHMallbHas PEKOMEH/IOBaHHAs
J103a cOCTaBJsieT 12 Mr U JojikHa OBITh MO/IeTIeHa Ha 2 Wi 3 mpueMa.
JlopHOKCHKaM MPOTUBONOKA3aH MAallMEHTaM C TSXKEJION MeYeHOYHONH HE0CTaTOYHOCTBIO.

eTu
JlopHOKCHKaM He MpeTHa3HaueH /Ui IPUMEHEHUS y IeTel U MoApoCcTKOB Mutazme 18 yeT, Tak Kak
JIAHHBIX 10 €ro 0€301macHOCTH U 3(PHEKTUBHOCTH HEIOCTATOYHO.

Crooco0 nmpuMeHeHus

[Ipemapar mnpeagHasHaueH [UIsi NpUeMa BHYTPb M €ro CIEAYET 3aluBaTh JOCTAaTOYHBIM
KOJIMYECTBOM >KUIKOCTH.

4.3. IIpoTuBONOKA3aHUS

. ['unepuyBCTBUTENBEHOCTD K JIOPHOKCHKAMY HJIH K JIFOOOMY M3 BCIIOMOTaTENIbHBIX BEIIECTB,
MepEUYUCIIEHHBIX B pasjene 6.1.

. [TonmHOE MM HEToNIHOE coYeTaHHe OPOHXHMATIBHON aCTMBbI, PELUAMBUPYIOLIETO TMOIUII03a
HOCAa WJIH OKOJOHOCOBBIX Ta3yX, PpHUHUT, AHTHOHEBPOTHUYECKHI OTEK, KpamnuBHHUIA U
HENEPEHOCUMOCTh aleTUJICAIIMIIAIIOBOM KHCIIOTBI " OpYTHUX HECTEPOUIHBIX
IPOTUBOBOCTIANUTENBHBIX IIpenaparoB (HIIBII) (B T.4. B anamHe3e).

. TpomMOomuTOTICHMS.

o I'emopparuueckuii auare3 WM HapyLIEHHs] CBEPTHIBAEMOCTH KPOBH, a TAK)XKE TEM, KTO
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. [lepuon nocne npoBeaeHNs A0PTOKOPOHAPHOTO IITYHTUPOBAHUS.
. JlexoMIieHCUpOBaHHAs CepAeUHAast HEIOCTATOUHOCTb.
) DPpO3UBHO-A3BEHHBIC U3MEHEHUS CIIM3UCTOM KeTyIKa WK 1 2-TIepCTHOM KUIIIKU, aKTUBHOE

KCITYAOYHO-KHIICYHOC KPOBOTCUCHUC, uepe6p01sac1<yn;1pHoe NI THOE KPOBOTCUYCHMUC.

o XKenynouHo-KuIlIeUHbIE KPOBOTEUEHUS WU MepQopaius 3Bkl B aHAMHE3€, CBSI3aHHBIE C
npuemom HIIBII.

o AKTHBHAS MIENITUYECKAs S3Ba WIH PEUUINBUPYIOIAs MEITUYECKas S3Ba B aHAMHE3E.

. Bocnanurensubie  3a0oneBanust kumieuHuka (6one3Hp Kpona, Hecnenuduueckuit

SI3BEHHBIN KOJIMUT) B (haze 000CTpeHUSI.

o Tspxenast neueHOYHAsE HEJOCTATOYHOCTb.

o BripakeHHas movye4yHasi HEIOCTATOYHOCTh (YPOBEHb CHIBOPOTOYHOTO KpeaTHHHUHA OoJiee
700 MKMOJIB/T), IpOTpecCUpyIoNIKe 3a00JIeBaHUS MTOYEK, TOATBEPIKICHHAS TUIIEPKATHEMHUS.

o bepemMeHHOCTD ¥ ITepHO/ TPYJHOTO BCKapMiIMBaHus (M. pasnen 4.6.).

o HenepeHOCUMOCTb JTaKTO3bI, ISUITHUT JIAKTA3bI ¥ TIIFOKO3HO-TAJIAKTO3HAS MallbaOcopOus
(cm. pasznmen 4.4.).

o [TaruenTam B Bo3pacte 10 18 neT (13-3a HEMOCTATOYHOTO KJIMHHUYECKOTO OIBITA).

4.4. OcoOble yka3aHus M MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

o MIPH TIOBBIIIEHHON CKIIOHHOCTH K KPOBOTCUCHHSM;
o IIPU HapyIIeHUH QYHKINHU [TOYEK JeTKoH (kpeaTHHUH chIBOPOTKH 150—-300 MKMOJIB/1T) Mitn

yMepeHHOU creneHu (kpeaTHHUH chIBOPOTKH 300—700 MKMOIB/M);

. [IpU HApPYLICHUU CUCTEMBI CBEPTHIBAHUS KPOBH;

. IIpU HapyleHUH QYHKINU TIedyeHH (HarnpuMep, LUppo3 MeYeHN);

. y NalMeHTOB cTapie 65 JerT;

. y nmanueHToB c 3aboneBanusmu JXKKT B anamuese;

. P OJHOBPEMEHHOM IIPUEME JIEKAPCTBEHHBIX CPEJCTB, KOTOPHIE MOT'YT MOBBIIIATE PUCK

00pa3zoBaHus 3B M KPOBOTCUCHUH (TIEpOpaAIbHBIE TIFOKOKOPTUKOCTEPOHIBI, aHTUKOATYJISHTHI
(manpumep, BapdapuH), CEJICKTUBHBIE HWHTHOMTOPHI OOPAaTHOTO 3axBaTa CEPOTOHWHA U

aHTI/ITpOM6OI_II/ITapHBIC nmpenaparbl (HaHpI/IMep, allCTHJICAJIMIIUIIOBAasA I(I/ICJ'IOTa);

. y MalMeHTOB ¢ (PaKTOpaMu PUCKaA PA3BUTHS CEPACUHO-COCYTUCTHIX 3a00IeBaHUIA;
. y MalMeHTOB ¢ OPOHXHUANBLHOM aCTMOM B aKTUBHOH (haze WM B aHAMHE3E;

. y MalMeHTOB C CUCTEMHOU KpacHo Bodankoit (CKB);

o y MalMEeHTOB CO CMEIIAHHBIMH 3a00JI€BaHUSIMH COETMHUTEILHON TKAHU.
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Oco0nle yKazaHus

JlopHOKCHKAM HOJABIISET arperauio TPOMOOIIUTOB U YIUIMHSET BPEeMsi KDOBOTEUCHHUS, IIOATOMY
CJIEIYET C OCTOPOKHOCTBIO IPUMEHSTH €r0 IIPU MOBBIIIEHHONW CKJIOHHOCTH K KPOBOTEUEHUSIM.
JlopHOKCHKaM clefyeT MPUMEHATh TOJNBKO IIOCH€ TIIATENbHOM OLEHKHM COOTHOILEHHS
T10JIh3a/PUCK Y:

— MAIMEHTOB C HapylleHHeM (YHKIHU TOYEK: JOPHOKCHKAM CIIEIYeT C OCTOPOXKHOCTHIO
Ha3HAyYaTh MAIMEHTaM C JIeTKOH (KpeaTHHHH ChIBOPOTKU 150-300 MKMOIIB/J) MM yMEPEHHOM
cTeneHplo (kpeaTuHUH ChIBOPOTKU 300—700 MKMOnb/1) HapymieHUs (pyHKIUH MOYEK, TaK Kak
HoJ/Iep)KaHue MOYEYHOT0 KPOBOTOKA 3aBUCUT OT YPOBHsI IOYEUHBIX IpocTaryiaHauHoB. [Ipuem
JIOPHOKCHKaMa cjielyeT IPEeKpaTuTh B ciaydae yXy/IIeHus: QyHKLIUH [10YeK B Ipoliecce JIeUeHUs.

KOHTpOJIB (1)YHKIII/II/I MMOYCK JOJIKCH OCYIICCTBIIATHCA Y TAITUCHTOB:

. MEePEHECIINX OOIIMPHOE ONEPATUBHOE BMEIIATEILCTBO;
. C CEpACYHON HEAOCTATOYHOCTBIO;
o MOJIYYAIOIUX OJHOBPEMEHHOE JICYCHHE JNUYPETUKAMU WU MpernapaTamu, 00JIaJarox

JIOKa3aHHOM WM IpeanonaraeMoil HeypOTOKCUYHOCTBIO.

- NAIMEHTOB C HapyIIEHUEM CHUCTEMbI CBEPTHIBAHUS KPOBU: PEKOMEHJIOBAHO TILIATEIbHOE
KJIMHUYEeCcKoe Ha0JII0/IeHHE U OIIeHKa J1a0opaTOpHBIX MoKa3aTelneil (Hanpumep, akTHBUPOBAHHOTO
YaCTUYHOTO TpoMOnHOBOTrO BpemeHu (AUTB)).

- MallMeHTOB C HapylieHHeM (QYHKIUW Te4eHu (Hampumep, IUppo3 IEUYEHH):
PEKOMEHAYETCSl IPOBOJAUTH PETYNIIPHOE KIMHMYECKOEe HAOIIOJEHHE M OLEHKY JIabopaTOPHBIX
MoKa3zaTeNie, TaKk Kak MPU JICYCHUH JIOPHOKCHMKAMOM B CYTOYHOW n103€¢ 12—16 Mr Bo3MOKHA
kymymsuus npenapara (yBennuenne AUC). Kpome Toro, medeHouHass HelOCTaTOYHOCTb, IO-
BUAMMOMY, HE BIUSET Ha (hapMaKOKWHETHUYECKHE IapaMeTphl IOPHOKCHKAaMa 110 CPABHEHUIO CO
3I0pPOBBIMH HCITBITYEMBIMHU.

- MalMEeHTOB, MOJIYYaroIMX JUIUTeNbHOoe eueHue (6onee 3-x Mecsues): npu npueme HITBII
CIIeIyeT PEryJasipHO KOHTPOJUPOBATh (DYHKIHUIO MOYEK M MEYEHM, a TaKKe reMaToJOTHYecKue
MOKa3aTeNH.

- MAIMEeHTOB cTapiie 65 JeT: peKOMEeHIyeTcs KOHTPOJb (DYHKIMM TMEYEeHH M IOYeK.
[TpuMeHSTH ¢ OCTOPOKHOCTHIO Y MOKUIIBIX JIMII B IOCIEONEPAIIMOHHOM TTEPHOJIE.
Oonospemennoe npumenenue ¢ HIIBI1

Heo6xoanmo n3berats oJHOBpeMeHHOTo nnpuMeneHus ¢ aApyrumu HIIBII, Bkitodas ceneKTUBHbIE
UHTUOUTOPHI IHKITI00KcHreHasbl-2 (110I-2).

Munumuzayus HexcenamenbHuixX d¢hpexmos

HexenarenbHble 3QQEeKTs MOKHO MUHMMU3HPOBATH, UCIOJIb3Yysl HAUMEHBIIYIO YPPEKTHBHYIO

403y npfcnapara B TCUCHUC HAMMCHBIUICTO MMPOMEIKYTKA BPECMCHU, JOCTATOYHOI'O IJII KOHTPOJIA
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CHMIITOMOB.

Kenyoouno-kuueunoe kposomeyerue, s138a, nepgopayusi KKT

XKenynouno-kumieyHoe KpOBOTEUEHHUE, s3Ba, nepdoparuss MOTYyT BO3HUKHYTH Ha (oHe
npumenenus Joobrx HIIBIT u criocoOHBI mpuBecTH K JeTanbHOMY ucxoay. [Ipeaynpexnaroniue
CUMIITOMBI WK cepbe3Has narojorus KKT Moryr oTcyTcTBOBaTh B aHAMHE3€ NALIUEHTA.

Puck xpoBoteuenus, s138b1 win nepdopannu XKKT noseimaercs npu yBenudenuu 1031 HIIBIL, y
nanMeHToB ¢ s3BeHHbIM Tnopaxkenuem JKKT B aHamue3e, 0OCOOCHHO OCJIOKHEHHBIM
KpOBOTEUYEHHEM WUJTU niepdopaliueil, U y NoxKuibIX Jojeil. Takum nanuentam cieayer HauuHaTh
JICYCHUE C HAUMEHbIIEH BO3MOXHOM J03bl. Y TaKUX [ALMEHTOB, a TaKe€ IalMEeHTOB,
NOJIyJarOUMX TEpanui0 HU3KHUMHM JO03aMH aALUETUICAIMIWIOBOM KHCIOTHl WIH JPYTUMHU
JIEKapCTBEHHBIMHU IIperapaTaMy, KOTOpPbIE MOTYT YBEJIWYUTh JKEITYJOYHO-KHUIIEYHBIA PHUCK,
CJIeIyeT PacCMOTPETh BOIIPOC O KOMOMHUPOBAHHOM TE€pamuu C racTPONPOTEKTOPHBIMU areHTaMu
(HampuMmep, MM3OIMPOCTOJIOM WJIM HMHTUOMTOpaMH NPOTOHHOM mommbl). Pexomennyercs
PEryJsipHO POBOAUTH OLIEHKY COCTOSIHUS TaKUX IALUEHTOB.

[TaruenTsl ¢ mo6ounbME 3¢ dexrtamu co croporsl KKT B anamHe3e, 0COOCHHO B TOKHIOM
BO3pacTe, JOJDKHBI OBbITh MPOUHCTPYKTUPOBAHBI O HEOOXOAUMOCTH coolmarh 000 Bcex
HeoObIUHbIX cuMIiToMax co cTopoHbl JKKT (0co6eHHO 0 xKeny104HO-KUIIIEYHBIX KPOBOTEUECHHUSX ),
0COOEHHO Ha HAYaJIbHOM CTaJIUU JICUCHHUSI.

CnenyeT ¢ OCTOPOXHOCTBIO MPUMEHATH JIOPHOKCHKAaM IPH OJHOBPEMEHHOM IpHEME TaKHX
JIEKapCTBEHHBIX CPEJICTB, KOTOPbIE MOTYT MOBBIIIATh PUCK 00pa30BaHUS 3B U KPOBOTEUEHHIA,
TaKuX Kak IepopajibHble TIIOKOKOPTUKOCTEPOUAbI, aHTUKOATYJISHTHl (Hampumep, BapdapuH),
CEJIEKTHBHBIE HHIMOUTOPBI 0OpAaTHOTO 3aXBaTa CEPOTOHMHA U AaHTUTPOMOOLIMTApHBIE MTpeTapaThl
(Harpumep, alleTUIICATULIUIIOBAs KUCIIOTA).

[Tpu pa3Butuu kpooTeueHus uiau u3ba3BieHus XKKT Ha ¢poHe nmpuema TOpHOKCHKaMa, JIedeHUe
cilenyer OTMEHUTD.

Cnenyer ¢ ocropoxxHoctbto npuMeHaTs HIIBII manmenram ¢ matosmorumeit XXKT B anamuese
(Hampumep, 3BEHHBIN KOJIUT, Oosie3Hb KpoHa), Tak Kak UX COCTOSIHME MOXKET yXYALUIUTHCS.
Tooicunvie nayuenmol

[Toxuiible IO UMEIOT MOBBIIICHHYIO YacTOTY HexxenarenbHbIX peakiuit Ha HIIBII, oco6enno
KEITyI0YHO-KUIIIEYHBIX KPOBOTEUEHUH U nepdopaiuii, KOTOpble MOTYT IPUBECTHU K JIETATLHOMY
UCXONy.

Cepoeuno-cocyoucmule u yepedposacKyiapHvle 3a001e8aHUs

[TanueHTaMm ¢ apTepuaibHON TMIIEPTEH3UEH B aHAMHE3€ WM IPUCYTCTBYIOLIEH B HACTOsALIEE
BpeMs W/WJIM JIETKOHW WM YMEPEHHON 3aCTOMHON CEepAeYHON HEAOCTaTOYHOCTBIO TpeOyeTcs

COOTBETCTBYIOIIMNA MOHUTOPUHT U KOHCYJIbTAIUs, TIOCKOJIbKY COOOIIANIOCh O CIy4asX 3aJepiKu
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KHUJAKOCTHU U pa3sBUTUA OTCKOB IIPpU IPUMCHCHUY

JlaHHBIE KIIMHUYECKUX U MUAECMHUOJIOTHYECKUX UCCIIEI0BAHUN YKa3bIBalOT Ha TO, YTO HEKOTOPHIE
HIIBII, oco0eHHO B BBICOKHX 033X M MPHU JJIUTEIHHOM MPUMEHEHHH, MOTYT IMOBBIIIATH PHCK
apTepUanbHbIX TPOMOO3MOOIMUYECKUX OCIOXKHEHUH (Hampumep, MH(papKTa MUOKapAa MWIH
uHCYsbTa). JIaHHBIX, YTOOBl HUCKIIOUUTh HAJIMYUE TAKOrO pUCKA JJIs  JIOPHOKCHKaMma,
HEJ0CTAaTOYHO.

[TanpeHTaM ¢ HEKOHTPOIMPYEMOM THMIIEPTEH3UEH, 3aCTOMHOM CEpPAEYHOM HEIOCTaTOYHOCTBIO,
YCTQHOBJICHHOM HILIEMHUYECKOW 00Je3HbIO cepala, 3a00sIeBaHUSAMM NEepU(EpUUECKUX apTepuid
WK 11epeOpOBaCKYIIPHBIMU 3a00JI€BaHUAMHU, a TAKXKe IPU HAJIUYUHU (PAaKTOPOB PUCKA Pa3BUTHUS
CEpJICYHO-COCYIUCTHIX 3a00JI€BaHMM, TAKUX KaK apTepualibHas TUIIEPTEH3US, TUIIEPIUIINIEMUS,
caxapHblii 1uaber, KypeHHe, CJlelyeT NPUMEHSATh JOPHOKCHKAM TOJBKO IMOCJE TIIATEIbHON
OLICHKH OXKHM/1a€MOH M0JIb3bl TEPAIIMU U BO3MOKHOT'O PHUCKA.

[Ipu oanoBpemenHoMm npumeHenun HIIBII u renmapuHa npu nOpoBeACHUU CIUHAIBHOU H
ANUAYPATbHON AHECTE3UH, ITOBBIIIAECTCS PUCK PA3BUTUSA FEMATOMBI.

bonesnu xoorcu

B ouenb penkux ciyyasx cooOLIaoch O TSDKENbIX KOKHBIX PEAKIMAX, B HEKOTOPBIX CIydasx C
JeTa’dbHbIM MCXOJIOM, BKIItOYasi 3KC(OIMATUBHBINA JepMaTuT, cuHIpoM CtuBeHca-/[>koHCOHa U
TOKCHUYECKHUH 3MHUAEPMAIIbHBIN HEKPOJIN3.

Puck Takux peakuuii HanbOosee BHICOK B Hayaje Tepaluu - Pa3BUTHE peaKklMM HaONI0JaeTcs B
HEepBbI Mecsl JeueHuss B OOJbIIMHCTBE ciiyyaeB. [IpuMeHeHHMe JOpHOKCHKama CleayeT
IPEKPaTUTh IPU MEPBOM e MOSIBICHUN KOXHOM CBIMH, BBICHIMTAHUN Ha CIM3UCTBHIX 000JI0YKAxX
WM JIFOOBIX IPYTUX MPU3HAKOB TUIIEPUYBCTBUTEIILHOCTH.

Pecnupamopnuie 3abonesanus

C OCTOpOXXHOCTBIO cJeIyeT Ha3zHauaTh NpenapaTr MaludeHTaM ¢ OpOHXHaJbHOW acTMOil B
aKTUBHON (pa3e WM B aHaMHe3e, MOCKOIbKY M3BecTHO, uTo HIIBII MoryT cmpoBouupoBath y
TaKUX MMaIIMEHTOB OPOHXOCTIA3M.

CKB u cmewannble 3a001e6aHUs1 COCOUHUMENbHOL MKAHU

Heo6xoanmo co01r01aTh OCTOPOKHOCTD MIPH MIPUMEHEHHUH JIOpHOKCcHKama naruentamu ¢ CKB u
CMEILIaHHBIMH 3a00JICBAaHUSIMU COEAMHUTENILHOW TKaHH, TaK KaK MOXET ObITh IMOBBIIIEH PUCK
aCenTUYECKOr0 MEHUHTUTA.

Hegpomokcuunocmo

Onnospemennoe npumMenenue HIIBII u TtakposinMyca MOKET MPUBECTH K MOBBIILEHUIO PUCKA
HE(PPOTOKCUYHOTO JICHCTBUS BCIEIACTBUE YTHETEHUS CHHTE3a IMPOCTAIMKIMHA B MoYkax. [lpum
KOMOMHHUPOBaHHOHN Tepanuy JaHHBIMM IpenapaTaMd HEOOXOAUMO TINATEIbHO KOHTPOIMPOBAThH

(G YHKIIUIO TTOYEK.
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Jlabopamopuvie nokazamenu

Kak w pgnsa OGompmmuctBa HIIBII, coolmanock o cioyyasx TOBBIIIEHHS AaKTUBHOCTH
CBIBOPOTOYHBIX aMHHOTpaHc(]epas, YpOBHS CBHIBOPOTOUHOrO OWIMpyOMHA WM JAPYTHX
OMOXMMHUYECKUX MOKa3aTesiel (yHKIMU [IEYEHH, a TAKXKE O MOBBILIEHUN YPOBHEW CHIBOPOTOYHOIO
KpEaTHHUHA U MOYEBUHBI U O IPYTUX OTKJIOHEHHUAX Ja00paTOpHbIX NoKa3arenel. Ecnu moboe u3
TaKUX OTKJIOHCHHH OKaXKeTCS 3HAYUMBIM MM OyIeT COXpaHAThCS JUIMTEIBHOE BpeEMs,
IIPUMEHEHHUE JJOPHOKCHKaMa CJIEyeT IPEKPaTUTh U HA3HAUYNUTh COOTBETCTBYIOIINE UCCIIEA0BAHN.
DepmunbHocmo

[IpuMeHeHHe JIOpHOKCHKAaMa, Kak M JIF0OOro mpemnapaTra, MHTHOMPYIOLIEro LUKIOOKCUICHA3y
(IOT") u cuHTe3 mpocrarJaHAMHOB, MOKET HApyIIUTh (PEPTHIIBHOCTb MU HE PEKOMEH]yETCs
JKEHIIMHAM, IUIAHUPYIOUIMM OepeMEeHHOCTb. EciM KeHIlMHAa He MOXXET 3a0epeMeHEeTh WU
OpoXoAuT oOcieqoBaHuEe IO MOBOJNY OecIulofus, INpUMEHEHHE JIOPHOKCHKaMa cielyeT
IIPEKPATUTD.

Bempsnas ocna

B peakux ciydasx BUPYC BETPSHOW OCIBI MOYET BBI3BIBATh TSDKENbIe HH()EKIIMOHHbIC
OCJIO’KHEHUS CO CTOPOHBI KOYKU U MATKMX TKaHEeW. B HacTOAIMI MOMEHT HEJb3s HCKIIIOUUTh POJIb
HIIBII B yxynmeHuu TedeHHsS 3THX WH(MEKIMOHHBIX OCIOKHEHUH. PexomeHnmyercs mzberarb
INPUMEHEHHUS JJOPHOKCHKaMa Mpu MHPEKLUAX, BBI3BAHHBIX BUPYCOM BETPSHOM OCIIBI.

BcnomorarennHble BellecTBa

JlaHHBIN JIEKapCTBEHHBIN IpenapaTr COAEPKUT JIAKTO3bl MoHoruzapar. [lanMeHtam ¢ penkoi
HACJIEACTBEHHOW HENEPEHOCUMOCTBIO  TaJIaKTO3bl, JIAKTa3HOW  HEJOCTATOYHOCTBIO  WJIU
ManbaOCcoOpOIMel TTI0KO3bI-TAIAKTO3bl HE CIEAYET MPUMEHSATh 3TOT JIEKAPCTBEHHBIN Ipernapar.
4.5. B3amMmopeiicTBMe ¢ JPYrHMH JIEKAPCTBEHHBbIMHM MNpenapartaMH W JApyrue BH/IbI
B3aHMOJEHCTBHUS

Opnnospemennoe npumenenue npenapata JOPHOKCHUKAM BEJI®APM u:

— [IMMETUNHA — TOBBIIIAET KOHIIEHTPAIMIO JIOPHOKCHKaMa B IUIa3Me€ KPOBH, YTO MOXKET
YBEJIMYUTh PUCK pa3BUTUS MOOOYHBIX 3(pdekToB nopHOKcHKama. BzaumoneictBus c
PaHUTHIMHOM U aHTAIMIHBIMU NpenapaTaMu He BBISBIICHO;

- AHTHKOAryJsHTOB (Harpumep, Bap(apuH) UM UHTUOUTOPOB arperanyu TPOMOOIIUTOB —
BO3MO)KHO YBEJTMUEHHE BPEMEHH KPOBOTEUEHUS (TIOBBIIIEHHBIN PUCK KPOBOTEUEHHUSI, HEOOXOIUM
KOHTPOJIb MEXKIyHAPOTHOTO HOpMasi30BaHHOTo oTHotieHus (MHO));

- (deHnpokyMoHa — CHIKeHHE 3 (HEKTUBHOCTH JeueHHsI (PEHITPOKYMOHOM;

- renapuHa. HIIBII noBslmaroT pUCK KPOBOTEYEHMS W Pa3BUTUSA CIIMHAJIBHOM WU
SMUAYPAIBHOM IreMaToMbl IPU OJHOBPEMEHHOM NPUMEHEHUHU C T€NapuHOM IIpHU MPOBEJCHUU

CIIMHAJIBHOM U SNIUYPAIBHON aHECTE3UH;
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- MHTHOUTOPOB aHTHOTEH3MHIIPEBPAIIAIOIIErO

CHIDKEHHUIO TUIIOTEH3UBHOTO JIeHicTBUs mHTHONTOpa AlID;

— 6era-apeHo0I0KaTOPOB — CHIDKAET TUIIOTEH3UBHYIO 3P PEKTUBHOCTD
OeTa-aipeH00I0KATOPOB;

— OJI0KaTOPOB PELENTOPOB aHTHOTeH3MHA Il — CHM)KaeT TMIOTeH3UBHYIO 3((EKTUBHOCTH
0JI0KaTOpPOB perenTopoB anruorensuxa II;

- JTUYPETHKOB — CHUYKAET MOYETOHHBIA 3(PPEKT U TUIIOTCH3UBHOE JCUCTBHUE METIEBBIX H
TUA3HUJIHBIX JUYPETHUKOB M KaJauiicOeperarommx JAUYPETUKOB (TOBBIIMICHHBIM PHCK Pa3BUTHUS
TUTEPKATUEMUU  HePPOTOKCUIHOCTH);

— JUTOKCHHA — CHUYKAET MOYCYHBIN KJIMPEHC JUTOKCUHA, YTO MOBBIIIAET PUCK TOKCUYHOCTH
JUTOKCHHA,

- XUHOJIOHOBBIX aHTUOHMOTHKOB (Harpumep, JieBo(IokcanuH, 0(IOKCAIIUH) — TOBBIIIACT
PHMCK pa3BUTHS CYIOPOKHOTO CHHIPOMA,

— aHTHArperaHToB (HaIpuUMep, KIOMUIOTPeN) — MOBBIIIAET PUCK KPOBOTCUCHUS;

- npyrux HIIBII — yBenuuuBaeT puck pa3BuTusi si3BeHHOM Oonesnu wumu JKKT
KPOBOTECYECHMU;

- TIIFOKOKOPTUKOCTEPOHUIOB — yBEIHUMBaeT puck usbs3ineHus XKKT umu kpoBoTeueHuit;

- METOTpEKCcaTa — TOBBINIAET KOHIIEHTPALMIO METOTpEKcaTa B CBIBOPOTKE. DTO MOXKET
MIPUBECTH K YCHIICHUIO TOKCUYHOCTH. [Ipr HEOOXOAMMOCTH OJTHOBPEMEHHOTO MTPUMEHEHHSI ITHX
npenaparoB TpedyeTcs NMpucTaabHOEe HAOMI0ICHNE 3a MAIIHEHTOM;

— CEJIEKTUBHBIX MHTUOMTOPOB OOpaTHOTO 3axBaTa CEPOTOHMHA (HAMPUMEpP, IUTAIONpPAM,
(bIyoKCeTHH, MapoOKCeTHH, cepTpaiuH) — nosbiaeT puck JXKT kpoBoTeueHuit;

— COJIEHl TUTUSL — MOXKET BBI3bIBATh YBEIMUEHUE MUKOBBIX KOHIICHTPAIMHA JTUTHS B IJa3Me
KPOBH M, TE€M CaMblM, YyCHUJIMBaTh H3BECTHBIE M0OOYHBIE 3(PdekTh nuTusi. HeobOxoammo
MOCTOSTHHOE HAOIIOJIEHNE 32 YPOBHEM HMOHOB JUTHS B CBHIBOPOTKE KpPOBH, OCOOEHHO Ha
MIePBOHAYAILHOM 3Talle JICUCHHUS, PU H3MEHEHHUH JTO3bI U IPEKPANICHUH JICUCHUS;

- [UKJIOCTIOPHHA — YBEJIMYUBACT HEMPOTOKCUIHOCTH ITMKIIOCTIOpuHA. HedpoTokCHUIHOCTh
ITUKIIOCTIOPHHA MOXKET YCHIJIMBATHCS BCJICICTBUC BIUSHUS JOPHOKCHKaAMa Ha CHHTE3 MOYCYHBIX
npocTariaHAnHoB. [IpM COBMECTHOM NPHUMEHEHWH TPEMapaToB HEOOXOIMMO CIEIUTh 3a
G yHKIIMEH Movex;

— MIPOU3BOJIHBIX CYTb()OHWIMOYEBHHBI (HAIPUMEp, TTTMOCHKIAMH/Ia) — TIOBBIIIAETCS PUCK
TUTIOTJIMKEMHUH;

- nedamanmon, medonepa3on, medoreraH, BaJdbIPOEBas KUCIOTa — YBEJIMYHUBAIOT PHCK

KPOBOTEUCHHUS;
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nopHokcukaM (kak wu gapyrue HIIBII, merabommsupyembie wuszodepmentom CYP2C9),
B3aUMO/ICHCTBYET C €ro MHAYKTOPAaMH U HHTUOUTOPaMU;

— TaKpOJIUMYyca — MOBBINIEHUE PUCKA HE(HPOTOKCUIHOTO P (PeKTa B CICICTBUU YTHETCHUS
CHHTE3a MPOCTALMKINHA B MOYKax. [IpM COBMECTHOM NPHUMEHEHHH IPErnapaToB HEOOXOIUMO
CIeIuTh 3a QYHKIUEH MMOYeK;

- nemetrpekcena — HIIBII MoryT cHUKaTh MOYEUYHBIN KIIMPEHC IEMETPEKCEa, YTO MPUBOAUT
K BO3pAcTaHUIO HE(YPOTOKCUYHOCTH M JKEITYI0YHO-KHIIEYHON TOKCHYHOCTH Iperapara, a TaKkxke
K YTHETEHUIO KPOBETBOPEHHUSI.

B cnyuae mpuema npenapara JJOPHOKCHUKAM BEJI®APM, taGneTku, HOKPHIThIE MIIICHOYHON
000J104KOM, C NUIlEH BcacblBaHUE JIOPHOKCUKaMa 3ameassiercs. [loatomy npenapar He ciaeayeT
MPUHUMATh BMECTE C MHUIIEH, eciau TpeOyeTcss ObICTpOe HACTYIUICHHE JCHCTBUSA Iperapara
(cHsATHE 00JEBOTO CHHIPOMA).

[Tpuem c muieil MOXET CHUXKAaTh BCACHIBAHUE JIOPHOKCHMKaMa mpuMepHo Ha 20 % W MOBBIIATH
Tmax-

4.6. ®epTUIBLHOCTDH, 0€PEMEHHOCTD U JIAKTAL U

bepemeHHOCTD

[IpemapaT nmpoTHBOIIOKa3aH MpU OEPEMEHHOCTH, TMOCKOJbKY KIMHUYECKUX JAHHBIX IO €ro
IPUMEHEHHUI0 Npu O6epeMeHHocTH HeT. [logaBiieHne cuHTe3a MpOCTariaHInHOB MOXKET OKa3aTh
OTpULIATENIbHOE BJIMSHUE Ha Te4YeHHEe OepeMEeHHOCTHM W/WiIM pa3BuTue I1oja. JlaHHble
AMUJEMHUOJIIOTMYECKUX HUCCIEAOBAaHUM YKa3bIBAIOT HA IMOBBINIEHHBIM PUCK CAMOIPOU3BOJIBHOIO
abopTa U MOPOKOB Cep/ilia y MJI0/1a Moclie MPUMEHEHNS HHTHOUTOPOB CHHTE3a IPOCTArjIaH/InHOB
Ha paHHEM cpoke OepeMeHHocTH. CuHMTaeTcs, 4TO PUCK BO3pacTaeT € POCTOM J03bl U
YBEJIMYEHUEM TPOJOJDKUTENIBHOCTH JIEUeHUs. Y JKUBOTHBIX BBEJACHHE HHTUOMTOpa CHUHTE3a
MPOCTarjIaHANHOB MPUBOIUIO K MOBBIIIEHUIO YaCTOTHI MPE/I- U MOCT- UMIUIAHTAI[MOHHOW MOTEpH
SMOPHOHOB M TH0eNn SMOPHOHOB Ha pa3HBIX CpoOKax OepeMeHHOCTH. B mepBoM M BO BTOpOM
TpUMecTpax 6epeMEeHHOCTH MTPUMEHSITh HHTMOUTOPBI CUHTE3a MPOCTArJaHANMHOB CJIEeIyeT TOJIBKO
B CJIy4asix BbIpa)XeHHON HeoOXxoauMocTH. [IpumeHenre "HruOUTOPOB CHHTE3a MPOCTArJaHAMHOB
B TpEThEM TpUMeECTpe OEpeMEHHOCTH MOXKET MPHUBECTH K TOKCHUYHOMY BJIMSHHUIO Ha CepAle U
JerKkue 1ioja (MpexaeBPEMEHHOE 3aKpBhITHE apTEePHAIIbHOTO MPOTOKA U Pa3BUTHE JIETOYHOM
TUIEPTEeH3MH), a TakKe K IOYEYHOH HEIOCTaTOYHOCTH U, CIJIEJJOBATEIbHO, YMEHbBILIEHUIO
KOJM4ecTBa aMHUOTHYECKOW kuakocTH. IIpumenenne HIIBII xeHmumHamu B cpoke ¢ 20-oi
Helenu OEpeMEHHOCTH MOKET MPUBOAMUTH K PAa3BUTHIO MAJOBOIUS W/ MATOJIOTHU TOYEK Y
HOBOPOXKJICHHBIX (HEOHATaJIbHAs moveuHas qucyHkims). [[puMmeHeHre HHrHOUTOPOB CHHTE3a

mpocTarlaHAMHOB Ha IIO3JHUX CpOKax 6epeMeHHOCTI/I MOXKET BBI3BATh YIJIMHCHUC BPCMCHU
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MOJKET OTCPOYHTH WIH YJUIMHUTH TIEPUOJ POAOB. B KOHIle OEpeMEHHOCTH MHTHOUTOPHI CHHTE3a
MpOCTarjaHANHOB MOTYT BbI3BaTh YUIMHEHUE BPEMEHU KPOBOTEUCHHUSI y MATEPH U IO, a TAKKE
MO/IABJICHUE COKPAIIEHWH MATKH, YTO MOJKET MPUBECTU K TEPECHAIINBAHUIO OCPEMEHHOCTH WIIU
YBEJIUYCHUIO MTPOIODKUTEILHOCTH POJOBOTO TIEPHUO/IA.

JlakTanms

JIaHHBIX O TOM, IPOHUKAET JIM IOPHOKCHKAM B IPYJHOE MOJIOKO Y€JIOBEKa, HET.

JlopHOKCHKaM OOHapy)XMBaeTCs B MOJIOKE CaMOK KpbIC B CPaBHUTEIBHO BBICOKHX
KOHIIEHTpanusx. JIOpHOKCHKaM He TOJDKEH MMPUMEHSATHCS Y )KEHIIMH, KOPMSIIUX TPYAbIO.

DdepTUabHOCTD

[Ipumenenue nOpHOKCHKaMa, Kak M Jiroboro mpemnaparta, uHrubupyroomero LHOI' u cuntes
MPOCTarfJaHAMHOB, MOXET HapymuTh (GEPTUILHOCT M HE PEKOMEHAYETCS IKEHIIMHAM,
IUTAHUPYIOIKUM OepeMeHHOCTh. Ecin KeHIIMHAa He MOXeT 3a0epeMEeHeTbh WM MPOXOJIUT
o0creoBaHuE 110 OBOY OECIIONNSI, TPUMEHEHHE JIOPHOKCHKaMa Ce1yeT PEeKpaTUTh.

4.7. BausiHde Ha CNOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeICTBAMH M PadoTarh C
MeXaHU3MaMH

[TarueHTHl, Y KOTOPHIX OTMEYAeTCs TOJOBOKPY>KEHUE W/UIU COHJIMBOCTH BO BpEMs JICUCHUS
JIOPHOKCHKAMOM, CJIETYET BO3EP>KUBATHCS OT BOXKICHUSI aBTOMOOWIIS U YIIPABJICHUS TEXHUKOM.
4.8. HexenaTejibHbIE peaKINU

Pesrome mpoduis 6e3onacHOCTH

HauOonee wacto BcTpewaromiuecs HexenareslbHble peakuuu Ha (one npumeHenus HIIBIT
ormevatoTcsi co ctopoHsl JKKT: mMoryr pa3BuBaThCs NENTUYECKUE $3BBI, Nepdopanus WU
KEJTy0YHO-KUIIIEYHOE KPOBOTEUEHHUE, MHOT]Aa CO CMEPTENIBHBIM HCX0JJ0M, OCOOEHHO Y MOKHIIBIX
monent. [locie npumenenus HIIBII ormeuanuces TomHoTa, pBOTa, 1MApeEs, METEOPU3M, 3aIOPHIL,
JUCTIETICUYECKUE SIBJIIEHUsS,, OOJM B JKMBOTE, MEJICHA, KPOBaBas pPBOTA, S3BEHHBIM CTOMATHT,
oboctpenue konuta uiu 6one3nn Kpona. B 6onee penkux cinydasx HaOIIOMaICs TaCTPHUT.
[TpumepHo y 20 % manueHToB, MOJy4YaIOUIUX JOPHOKCHUKAM, MOT'YT pa3BUBAaThCs HEXKeNaTeIbHbIe
peakuuu. Hanbomnee yacTIMU SBISIFOTCS TOLIHOTA, PBOTA U JHapesi, JUCIIETICUUECKUE SIBICHUS,
paccTpoiicTBO MuIeBapeHust, 601 B )KUBOTE.

CooOmranocs 0 ciydasx OTeKa, apTepualbHON THIEPTEH3UU M CepJCYHON HEJOCTaTOYHOCTU B
cBs3u ¢ npumenenueM HIIBIL.

Pe3ynbrarhl KIMHUYECKUX HCCIIEIOBAHUM M DMUAEMUOJIOTMYECKUE JAHHBIE NAIOT OCHOBAHUSA
npezanonarars, yto npumeHerne HIIBII (ocobenHo muTenbHOe M MPUMEHEHUE B BHICOKUX J1033X )
MOYKET OBITh CBSI3aHO C MOBBIIEHHBIM PUCKOM PAa3BUTHS CEPAECUHO-COCYTUCTHIX TPOMOOTHUECKUX

OCJIOKHEHUH (Hanmpumep, nH(papKTa MUOKap/1a U UHCYJIbTA).
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UHQEKIIMOHHBIX OCIOKHEHUN CO CTOPOHBI KOKU U MSTKHX TKaHEH.

Tabauunoe PE3IOME HEXKENATCIbHBIX PEaKIIUI

B HpHBCI[CHHOfI HHWXKE Ta6J'II/IHC NEPCUUCIICHBI HEXEIATCIIbHBIC PCaKIINH, KOTOPbIC Ha6J'IIO,Z[aJ'II/ICI>

y 6onee uem 0,05 % nmanueHToB U3 6417, MOy4aBIINX JICYCHUE B KIIMHUYECKUX UCCIICIOBAHMSIX.

HexenarenbHble peakliny CrpyninyupoBaHbl 110 YaCTOTE Pa3BUTUSI B COOTBETCTBUH CO CIIEAYIOIIEN

KIaccudukanuei: ouenp yacto (>1/10), wacto (>1/100, Ho <1/10), Heuacto (>1/1000, Ho <1/100),

peako (>1/10000, vo <1/1000), ouens peako (<1/10000), yactora Hen3BecTHA (Ha OCHOBAHHUH

UMCIOIIMXCA AaHHBIX OUCHUTDH HGBOSMO}KHO).

CucremHo- Yacrora HexesaTebHbIE peakunu
OPraHHbIi KJace

Nudexunu u | Penxo DapuHTUT

HHBa3HH

Hapymenus co | Penko AHeMusi, TpOMOOIIUTONIEHUS, JIEUKONEHNUS, YAJINHEHUE

CTOPOHbI KPOBH H BPEMEHM KPOBOTEUEHUS

JuMpaTudeckoi OueHb Oxxumo3bl. Coobmanoce o tom, yro HIIBIT moryr

CHCTEeMBI penko BBI3bIBaTh MIOTEHIUAIBHO TSHKEIIBIE FEMATOJIOTMYECKHE
HapyILIEHNUs, Harpumep, HEUTPOIICHHUIO,
arpaHyJIoLUTO3, aIuIaCTUYECKYIO AHEMUIO U
TeMOJIMTHYECKYI0O aHeMHI0  (KJacc-crennpudeckue
3 PeKTHl)

Hapymenus co | Penko ['MnepuyyBCTBUTENBHOCTD, BKJIIOYAsk aHA(UIIAKTONIHbIE

CTOPOHBI MMMYHHOMI U aHaQWIaKTUYECKNE PEAKIINH

CHCTEMBI

Hapymenus Heuacto AHoOpeKcHsl, U3MEHEHHE Beca

MeTadoan3ma U

NUTAHUA

IMenxuyeckue Heuacrto becconnuua, nenpeccus

HApYLICHUsA Penko CnyTaHHOCTh CO3HaHMsI, HEPBO3HOCTh, BO30YXK/I€HHE

Hapymenus co | Yacro Jlerxkas, repexomsuias roJIOBHAst 6011b,

CTOPOHBI  HEPBHOM TOJIOBOKPY/KECHHE

CHCTEMBI Penko CoHIMBOCTB, MAPECTE3UH, HAPYIIEHUS BKYyCa, TPEMOD,
MUTPEHb

Ouenb Acentuyecknii MeHMHrHT y OompHbix CKB n
peako CMEIIaHHbIMU 3a00JIEBaHUSIMU COEIMHUTENBHON TKaHH

Hapymenust co | Yacto KOHBIOHKTUBUT

CTOPOHBI oprana | Penko PaccrpoiicTBa 3peHus

3peHust

Hapymenus co | Hewacro [ITy™m B ymiax, BEpTUTrO

CTOPOHBI opraHa

cJIyXa M JJa0upHHTA

Hapymenust co | Heuacto Cepanebuenue, TaxuKapaws, OTEKH, CepJedyHas

CTOPOHBI Cepana HEJ0CTAaTOYHOCTh

Hapymenust co | Heuacto [IpunvB KPOBH K JIMILY, OTEKH

CTOPOHEI COCY10B Penxo AprepuanbHas ~ TMIEPTEH3Us, IPWINBBI  KpPOBH,
KPOBOM3JIUSHHUSA, TEMATOMBI

Hapymenus co | Hewacro Punur

11
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BBeICHHUSA

CTOPOHBI Penxo JucHo), Karmenb - OPOHKOCTAzM — = 1= TE WIS
IbIXaTeJbLHOU
CHCTeMbl, OpPraHoB
TPYAHON KJIETKM M
CpeloCTeHus!
Keaynouno- Yacro TomHoTa, 6011 B XKUBOTE, AUCIEIICUUECKUE SBICHMUS,
KHIIeYHbIE Jmapes, pBoTa
HApYyLICHHUA Hegacro 3anop, METEOpH3M, OTPBIKKA, CyXOCTb BO PTY, FaCTPUT,
s3BeHHAs1 0OJIE3Hb XKeNyaKa, OOJIM B SMHUracTpaibHOM
oOnacty, s3BeHHas O0o0Je3Hb JBEHAILUATUIIEPCTHOM
KMILIKH, U3bS3BJICHUS B IIOJIOCTU PTa
Penko Menena, KpoBaBas pBOTa, CTOMAaTHUT, 2330(arur,
ractpol3odaruaabHbINd peduttokc, mcharus,
apTO3HBIM  CTOMATUT, IJIOCCUT, MepdopaTUBHAs
nenTHIecKas 3Ba, KEJTy1I0YHO-KUILIIEYHOE
KPOBOTEUYECHHE
Hapymenus co | Hewacro [ToBbilIeHNE TOKa3aTenel TECTOB (PYHKIMM IE€YEHH,
CTOPOHBI NEYeHH U HOBBIIIIEHUE AKTUBHOCTU IEYEHOYHBIX (EPMEHTOB —
JKeJTYeBbIBOAAIIMX aJlaHUHaAMHUHOTpaHchepassl (AnAT) WIH
nyrei acriapratamMmuHoTpancdepasnl (AcAT)
Ouenp ['enaroTOKCUYHOCTh, KOTOpasi MOXKET IPUBECTH K
penko IIEYCHOYHON HEJOCTATOYHOCTH, FE€NAaTUTY, XKEITYyXe U
X0JIeCTasy
Hapymenns co | Heuacto Cobinp, 3yl, MNOTIMBOCTb, 3PUTEMATO3HAs  ChIllb,
CTOPOHbI KOXHM U KpalMBHUIA, aHTHOHEBPOTUYECKUHN OTEK, aJIONEIHs
MOKOKHBIX TKaHell | Pexko JlepMatuT, 9K3eMa, mypypa
Ouenb Otek u peakuuu OyJUIE3HOTO THIA, CHUHAPOM
penKo CruBeHca-J[)KOHCOHA, TOKCUYECKHI >IHAepMalIbHbII
HEKpOJIU3
Hapymenus co | Hewacto ApTtpanrus
CTOPOHBI Penxo bonb B KOCTSAX, MBIIIEYHBIE CIIA3Mbl, MAAJITHS
MbIIIIEYHOI,
CKeJIeTHOM U
COeIMHHUTEIbHOU
TKAHHU
Hapymenus co | Penko Hukrypusi, HapyleHHs: MOYEHCITYCKAHMS, TIOBBIILICHHAE
CTOPOHbI TMOYEeK W YPOBHSI MOUEBHHBI U KpEaTUHUHA B KPOBU
MOYEeBbIBOAS LIUX Ouenb Y nanueHToB C YK€ HUMEIOLUMCS HapylIeHUEM
nyTe penko (GyHKIMKM TOYEeK, KOTOPBIM JUIi  MOJJEepKaHUs
MOYEYHOTO  KPOBOTOKA  HEOOXOJUMBI  TOYEUHBIE
IIpOCTarjaHauHbl, JIOPHOKCHKaM MOKET
CIIPOBOIIMPOBATh OCTPYIO MOYEYHYIO
HE0CTaTOYHOCTh. He(ppOTOKCHYHOCTh B pa3IMUHBIX
dopmax, BKIOuYas HeQpUT U  HEPPOTHUECKUM
CHHJIPOM, SIBJISIETCS KJIacC-CrelupruecKuM 3 heKToM
HIIBII
O0mme wnapywmenuns | Hewacto HepnoMoranue, oTek auna
U peaknum B Mecre | Penko Acrenus

Onucanue oTACILHBIX HEXKETATENbHBIX PEaKIINNI

ITpu nosiBIIEHNU NMPU3HAKOB MOPAXKEHUS NIEUEHU (KOXKHBIN 3y, TIOKEITEHNE KOXKHBIX TOKPOBOB,
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TOIIHOTA, PBOTA, OOJNM B KMBOTE, IOTEMHCHHE MO‘II/E OB 'eT%[ﬂ;r et

TpaHCAMHHA3») CIEIyeT MPEKPaTUTh MPUEM Iperapara i 00paTUThHCS K JiedalleMy Bpady.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHbBIX PCAKIINAX

BaxxHo coo01aTh 0 0103peBaeMbIX HEXKeNaTeIbHBIX PEaKIUIX 0CIIEe PErUCTPalMY IIpernapara ¢
HEeNbl0  O0ECleyeHUs] HENPEPHIBHOTO MOHUTOPUHIAa COOTHOILIEHHUS «IOJb3a — PHUCK»
JIEKapCTBEHHOTO Ipenapara. MeIuuHCKIM pa0OTHUKAM PEKOMEHAYeTCs COOOIIaTh O JIHOOBIX
MOJI03PEBAEMBIX HEXKENATENbHBIX PEaKIUsIX JIEKAPCTBEHHOTO Mpernapara yepe3 HalMOHaJbHbIE
CUCTEMBbl COOOIIEHUN O HEeXeNaTeNbHbIX peaKUusX TrocydapcTB — uieHOB EBpasuiickoro
skoHOMHueckoro Coro3a.

Poccuiickas ®eoepayus

OenepanbHas cinyx0a o Haa30py B cdepe 3npaBooxpanenus (PocsnpaBuanzop)

109012, r. Mocksa, CnaBsiHCKas 1iomaas, 1. 4, ctp. 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

Wurepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

CuMOTOMBI

B Hacrosimee Bpemsi HET JaHHBIX IO MEPEIO3MPOBKE, KOTOpPHIE MO3BOJSUIM OBl OIICHUTH €e
TIOCJIEICTBYSI MJIH TIPEUIOKUTH CIICIIU(PUIECKOE JICUCHHE.

B cnydae mepeno3upoBKH JTOPHOKCHMKAMOM, MOTYT HaONIOAaThCs CIEAYIOIIUE CHUMIITOMBIL:
TOIIIHOTA U PBOTA, IlepedpaibHble CAMITOMBI (TOJIOBOKPYKEHUE, PACCTPOICTBO 3pEHUS, aTAKCHSI,
nepexousdnas B KOMy W CyAOporu). Bo3MokHBI W3MEHEHUs (QYHKIMH TIEYCHH W TOYeK U
HapYIICHUS CBEPTHIBAEMOCTH KPOBH.

Jleuenue

[Ipu peanpHON M mpeAmnoiaraeMoil Mepeo3UpPOBKE CIEAYeT MPEKPaTUTh MPHUEM JIeKapCTBa.
bnaromapss KOpOTKOMY TIEpHOAY TIOJYBBIBEJCHUS, JIOPHOKCHKAM OBICTPO BBIBOJAUTCS W3
opranusma. /luanus neapexTuneH.

Jlo HaCTOAIIEro BPEMEHHU O CYIIECTBOBAHUH CHEIM(PUUESCKOr0 aHTHI0Ta HE U3BECTHO.
HeobxonuMo mpeaycMOTpeTh MpPOBEACHHE OOBIYHBIX HEOTIIOKHBIX MEPOIPHSITHHA, BKIIOUYast
pOMBIBaHME kKenyaka. Mcxons w3 oONMX MPUHITUIIOB, MPUMEHEHHE aKTUBHPOBAHHOTO YIJIS
TOJILKO TIPW YCJIOBHHU €ro MpHeMa cpa3y ke IMociie preMa JIOPHOKCHKaMa MOXKET MPHUBECTH K
YMEHBIIIEHUIO BCACHIBAEMOCTH Tpemnapara. Jljis Je4eHHs KeTyJO0YHO-KUIIEYHBIX PacCTPONCTB

MOT'YT IIPUMCHSATBHCSA aHAJIOTU IIpOoCTarjiaHanHa Ui paHUuTHIWH.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.07.2025 '

(NOCNEOOBATENBLHOCTL 0002)

5.1. @apmakoaMHaMUYecKHe CBOICTBA

(DapMaKOTepaHeBTI/I‘-IeCKaSI rpymnmna: IMMPOTUBOBOCHAIWTCIBHBIC W HNPOTUBOPCBMATHYCCKUC
npemnaparbl; HCCTCPOUIHBIC MPOTUBOBOCHAIMUTCIBHBIC W HNPOTHUBOPCBMATHYCCKUC IIPCIIapaThl;
OKCHKaMBlI.

Kon ATX: MO1ACO5.

Mexanuswm aeiictBus U hapMakoauHaMmuueckue dhheKTh

JIopHOKCHKaM SBISICTCSI HECTEPOUAHBIM HPOTHBOBOCIAIMTENBHBIM CpPEACTBOM, OOJIagaer
BBIpaXCHHBIM 00€300JIMBAIOIIUM U MTPOTUBOBOCIIAUTENILHBIM JIEHCTBUEM, OTHOCUTCS K Kiaccy
OKCUKaMOB.

B ocHoBe MexaHu3ma JeHCTBUS JIEKUT NOJIaBJICHUE CUHTE3a MIPOCTarjaHAMHOB (MHIMOMpOBaHUE
depmenTta LIOI'), mpuBopsIiee K MO1aBICHUIO BOCTIAJIICHHUS.

JlopHOKCHKaM HE OKa3blBa€T BIUSHUS HAa OCHOBHBIE IIOKa3aTeIN COCTOSHUS OpraHu3Ma:
TeMIeparypy Tena, 4actoTy cepaeunbix cokpamenuit (YCC), aprepuanbHoe nasinenue (Al),
naHHble dekTpokapauorpammsl (OKI'), cnupomerputo.

Amnanpretndeckuii 3pGeKT JOPHOKCHKAaMa He CBSA3aH C HAPKOTUIECKUM JICHCTBHEM.
JlopHOKCHKAM HE OKa3bIBaeT OMUATOINOAOOHOrO NEHCTBHUS Ha IIEHTPAIbHYIO HEPBHYIO CHCTEMY
(IHC) u, B ornuumMe OT HApKOTHUYECKUX AHAIBI'C€TUKOB, HE YTHETAeT IbIXaHHS, HE BbI3bIBACT
JIEKapCTBEHHOM 3aBUCUMOCTH.

Bceneacteue Hamuuus MectHoO-pazapaxatomiero nerctBus B oTHomeHun JKKT u cucremHoro
yABLEPOreHHOro 3 (eKTa, CBSI3aHHBIX C M10/IaBJICHUEM CHHTE3a MPOCTarjaHIuHOB, OCIOXKHEHUS
co croponbl JKKT sBhsitoTcs dacThIMM HeXeNnaTeNbHBIMH d(ddekTamMu TpH  JeUeHUU
HECTEPOUIHBIMH MPOTUBOBOCTIAIUTENbHBIMU IPENIapaTaMu.

5.2. apmakoKUHEeTHYeCKHUE CBOHCTBA

Abcopbrus

JlopHokcukaM OBICTPO M TpakTU4ecKd NoiHOcThio BcachiBaeTcs u3 JKKT. MakcumanbHas
KOHIICHTpAIIUA B IJIa3Me JIOCTUTACTCS MPUOTU3UTENHHO Yepe3 1-2 4.

AbcomoTHasT OMOAOCTYHMHOCTh coctaBisier mpumepHo 90-100 %. DddexToB mepBoro
NPOXOXKJICHUS TpernapaTa 4epe3 MedeHb He oOHapykeHo. CpeaHuil MepHoJ| MOJyBBIBEICHUS
npemnapara cocraBisier 3—4 u.

[Ipu ogHOBpEMEHHOM TIpHEME JIOpHOKCHKama ¢ el Cmax CHIbKaeTcst mpumMepHo Ha 30 % 1 Tmax
yBenmmauBaercs ¢ 1,5 mo 2,3 4. AGcopOmms nopHOkcukama (paccuntanHas mo AUC) moxer
cHuxkathes 10 20 %.

Pacnpenenenue

JlopHOKCcHKaM OOHapy>KMBAeTCs B IUIa3Me B HEM3MEHHOM BHJI€ U B BHJI€ TUAPOKCHUIMPOBAHHOTO

MeTabonuta. CTeneHp CBA3bIBAHUS JOPHOKCHKaMa ¢ OeJIkaMH IJIa3Mbl COCTaBIsieT 0Kosio 99 % u
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.07.2025 '

(NOCNEOOBATENBLHOCTL 0002)

HEC 3aBUCHUT OT KOHICHTpAaH.

Buorpancdopmarus

JlopHOKCHKaM B 3HAUUTEIHHON CTEIEHU META00IM3UPYETCS B [I€YEHU, B OCHOBHOM ITOCPE/ICTBOM
TUAPOKCHIIMPOBAHUSI 10 HEAKTUBHOTO  S-THIPOKCHIOpPHOKCHMKama. buotpanchopmanus
JIOPHOKCHKaMa  ocymecTBisiercss  nocpeactBom  m3odpepmenta CYP2C9. BcenencrBue
nonuMopdu3Ma reHa, KOJUPYIOIEro JaHHBIA H30()epMEHT, CYIIECTBYIOT JIFOJAN C MEAJICHHBIM U
OBICTPBIM MeTabO0JIM3MOM TpemapaTa, YTO MOXKET MPUBECTH K 3HAYUTECIHLHOMY MOBBIIICHHUIO
YPOBHS JIODHOKCHKaMa B IUIa3Me Yy JIMIl ¢ MEUICHHBIM MeTaboiau3MoM. [ uapoKCHIpoOBaHHBIN
MeTabonmutr He o06namaer ¢GapMaKoJIOTHYECKOW AaKTUBHOCTHIO. JIOPHOKCHKAM MOJIHOCTHIO
MeTaboM3UpPyeTCs: MPUMEPHO 2/3 TipemapaTta BBIBOAMTCS TEYCHBIO, a 1/3 moukamu B BUIE
HEaKTUBHOTO METa0OoIINTA.

DJIMMUHALNS

[Tepuon monyBbIBeICHNS TOPHOKCUKAaMa B CPETHEM COCTABIIAET OT 3 /10 4 4.

[Tocne npuema BHyTph npumepHo 50 % mpemapata BbIBOAUTCS ¢ KajioM U 42 % — moykamu,
[JIABHBIM  00pa3oM B BHUAC S-THAPOKCWIOPHOKCHKama. llepuon monyBBIBEACHHS — S-
TUAPOKCUIIOPHOKCHKAMa COCTaBIISICT MPUMEPHO 9 U mocie mapeHTepanbHOro BBeAeHUs 1 umu 2
pa3a B CyTKH.

VY i ctapueckoro Bo3pacra (crapiie 65 jier) KiupeHe npernapara cauxker Ha 30—40 %.

VY mnanuMeHToB ¢ HapylmIeHUAMH (PYHKIUK TIEYCHW WJIA TOYEeK He HaOMI0MaeTcs 3HAYMMBIX
W3MEHEHUN KWUHETUKH JIOPHOKCHKaMa, 3a MWCKIYEHUEM KyMYJSLIMM Yy TAalUeHTOB C
XPOHUYECKUMHU 3a00JIEBAaHUSMU [IEUSHH TI0CTIe 7 HEH Ie4eHHsI B CyTOYHOM 1o3e 12 mr umu 16 mr.

JInia moyKuJIoro Bo3pacra

VY MOXHITBIX MAIMEHTOB (CTapiie 65 JeT) KiupeHc npenapara camxker Ha 3040 %.

[TeyeHOYHAsI/TTOYCUHAS HEAOCTATOYHOCTD

Yy MalMEeHTOB € HApPYUICHUAMU (bYHKI_II/II/I INCYCHU MK IIOYCK HC Ha6J'IIO)IaeTC$I 3HAa4YMUMBIX
W3MCHCHHI KHHETHKH JIOPHOKCHKaMa, 3a HCKIHYCHHEM KyMYJ UMW Yy MTaOUCHTOB C

XPOHHYECKHMH 3200JIEBaHHUSIMH TIEYCHH TTOCIIE 7 THEH JIeYeHUs B CYTOYHOM f03¢e 12 mMr i 16 mr.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1 IlepeueHb BcnoMorareJibHbIX BellleCTB
JlakTo3BI MOHOTHIPAT (Caxap MOJIOYHBIH)
Kpockapmemnnosa HaTpus (IpUMeIio3a)
[MoBunon K-30 (kosmmumon K30)

[emrono3a mukpokpuctanyeckas (tum 101)

Maruus creapat
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.07.2025 '

(NOCNEOOBATENBLHOCTL 0002)

[1nerouHast 000JI0YKa

Cyxasg cmech Ul IUIGHOYHOI'O IOKPBITHS, COZAEpXallas: IOJUBUHWIOBBIM CHOUPT, THUTaHA
nuokcunl, Mmakporoia 4000, TaybK, KpacuUTENb jKeJie3a OKCHL KEAThIN

WIH

[TonMBUHUIOBBIN CIIUPT

TUTaHa IUOKCU]]

makporoi 4000 (mommatunenriukoiib 4000, monudtunenokcua 4000)

tansk (Mapka TMO)

KpacHUTellb KeJle3a OKCUJ KEThIH.

6.2 HecoBmecTuMOCTH

He npumennmo.

6.3 Cpok rogHocTH (CPOK XpAHEHHUS)

3 rona.

6.4 OcoObie Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHUHU

B 3amumierHoM oT cBeTa Mecte mpu Temneparype He Boiie 25 °C.

6.5. Xapakrep u coepkaHue NEPBUYHON YIIAKOBKHU

10, 14 TabneToK B KOHTYPHYIO STU€HKOBYIO YIAKOBKY U3 IJICHKHU MOJTUBUHIIXJIOPUIHON U (HOJIBTU
AJTIOMUHUEBOI NIEYaTHOM JTaKUPOBAHHOM.

ITo 10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TabneTok B OGaHKY MOJUMEPHYIO U3 MOJUIIPOIHIICHA,
WK B 0aHKY MOJIMMEPHYIO U3 MOJHUIPONUIIEHA WK TTOTUAITUIIEHA HU3KOTO IaBIICHUS, WK B OaHKY
W3 TOJMATHIIEHA HU3KOTO JIABJIICHMS, YKYNOPEHHYIO HATATMBAEMOW WM HaBUHYMBAEMOM
KPBILIKON MOJUMEPHOM AJIsl JIEKAPCTBEHHBIX CPEACTB M3 MOJUATHIIEHA HU3KOTO JIABJICHUS, WU
YKYTNOPEHHYIO KPBIIIKON MOJIMMEPHOM I JIEKapCTBEHHBIX CPEICTB U3 MOJIUITUIIEHA BBICOKOTO
JABJICHUSA, WM YKYNOPEHHYIO KPBIIIKOW TOJIUMEPHOM HJisi JIEKapCTBEHHBIX CPEICTB U3
MOJIM3TUIIEHA BBICOKOTO MJIM HU3KOTO JABJICHUS, WIN YKYIIOPEHHYIO KPBIIIKON MOIMMEPHON IS
JIEKaPCTBEHHBIX CPEJCTB M3 IMOJIMATHIIEHA BBICOKOTO W HHM3KOIO JIABJICHUS, WIH YKYNOPEHHYIO
KPBIIIKON TOJUMEPHOMN sl JIEKAPCTBEHHBIX CPEACTB W3 MOJIUMIPONHIIEHA WM MOJUITHIIEHA
BBICOKOTO MJIM HHU3KOTO JaBJICHHUS C KOHTPOJEM IEPBOIO BCKPBITHUS WM 0€3 KOHTPOJ, C
YIJIOTHSIIOIIMM 3JIEMEHTOM WJIH Oe3 HEro.

[Tpu OTCYTCTBUM YIUTOTHSIIOILIETO JIEMEHTA B KPBIIIKE MOJIMMEPHONH CBOOOHOE MPOCTPAHCTBO B
OaHKe 3aMO0JIHAIOT BaATOM MEIUIIMHCKON TUTPOCKOIIUYECKON UITM aMOPTU3aTOPOM.

Ha OanKy HakJIeMBalOT ATUKETKY CAMOKJIESLIYIOCS.

Kaxnyto Oanky, 1, 2, 3,4, 5,6, 7, 8,9, 10 KOHTYpHBIX STUEHKOBBIX YITAKOBOK C MHCTPYKITUEH 1O
MEAMIIMHCKOMY MPUMEHEHUIO TOMELIAIOT B MauKy U3 KapTOHA.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOKEHHMH  HCIOJb30BAHHOIO
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COOTBETCTEBYET 3KCNEPTHOMY OTYETY
ot 16.07.2025 N= 17697
JIeKapPCTBEHHOTO MpPenapara Hiu 0TX010B, I ayuenHbIX MOGTe HpiivenCHis nperapaTa, i

APyYrue€ MaHuMnyJsiiuu ¢ nmpemnaparomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanys

OO011ecTBO ¢ OTPaHUYEHHON OTBETCTBEHHOCTHIO «Benpapm» (OO0 «Bendapm»)
115184, r. MockBa, niep. O3epkoBckuid, a. 12, stax 1, momem. I, kom. 9.

7.1 llpeacraBureib aepxaTesisi peruCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3uu norpeduTENeH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

OO61ecTBO ¢ OrpaHMYeHHOM 0TBeTCTBEHHOCTHIO «Bendapm» (OO0 «Bendapm»)
Kypranckas 00:1., r. Kypran, npocnext Koncrurymum, 1. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

E-mail: fsk@velpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

9. TATA NMEPBUYHOM PETMCTPAIIMM (IIOATBEPXKJIEHHNS PETHUCTPAIIVH,
INEPEPETUCTPALINN)

JlaTa nepBoi perucTpanuu:

10. TATA IEPECMOTPA TEKCTA

O6mas xapakrepuctuka jekapcrsenHoro npemnapara JJOPHOKCUKAM BEJI®APM noctymnHa
Ha HUH(pOpPMAMOHHOM TopTayiie EBpa3uiickoro 3KOHOMHUYECKOTO COr03a B WH(MOPMAIMOHHO-

KOMMYHUKAIIMOHHOM cetn «HTepHeT» https://eec.eaeunion.org.
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