COOTBETCTBYET 3KCTIEPTHOMY OTUETY

ot 07.02.2024 N= 2297

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFOTIPERAPATA 1702

1. HAUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA
JEKCKETOITPO®EH BEJI®APM, 25 mr, TabJIeTKH, TOKPHITHIE TNICHOYHOU 00O0JIOUKOM.

2. KAYMECTBEHHBINA U KOJTMYECTBEHHbBIN COCTAB

JleiicTByrolee BeIeCTBO: IeKCKETONpodeH.

Kaxnas Tabinetka cojepxut 36,9 mr nekckerompodeHa TpoMeramoia (B Iepecdere Ha
JIeKCKeTonpodeH — 25 Mmr).

[TonHbIN IepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Tabnerku, NOKPBITHIE MIICHOYHOH 000I0UKOM.
Kpyribsie qBOSKOBBITYKIIbIE TaOJIETKH, MOKPHITHIE MJICHOYHOW OOOJOYKON OENoro WiM IOYTH

Oeoro 1BeTta, ¢ puckoi. Ha monepeunom paspese — siipo 0e10ro Wi mouTu O0esioro 1BeTa.

4. KIMHUYECKHUE JJAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Mpenapar JEKCKETOITPO®EH BEJI®APM mnoka3zad kK MPUMEHEHUIO Y B3POCIIBIX B BO3pacTe
ot 18 ner.

— MpiieyHo-ckeneTHas 0osib (€1ab0 MM yMEPEHHO BbIpaKE€HHasl), alblOJMCMEHOpeH,
3yOHas 60JIb.

[Tpenapat npegHa3HayeH AJIsl CHMIITOMaTUYECKOTO JIEUEHUs, yMEHbIIIEHUs 00JIM U BOCIaJIeHHsI Ha
MOMEHT ITPUMEHEHHSI.

4.2. Peskum 103MPOBAaHNS M CIOCO0 MPUMeEHEeHUs!

PexuMm no3upoBanus

Jlnst KynupoBaHUsi CUMIITOMOB ClIeAyeT MPUMEHSATh HAMMEHbIIYIO (P PEKTUBHYIO 103y B TEUEHUE
MHUHUMAaJIBHOT'O BPEMEHH.

B 3aBUCHUMOCTH OT MPOUCXOXKACHUS M TSKECTH OOJIEBOIO CUHIPOMA, pEKOMEHIyeMasi J103a JUIs
B3pOCHBIX cocTaBisier 12,5 mr aekckeronpodena (1/2 tabmerku) kaxapie 4—6 4 wim 25 mr
nexkckeronpodena (1 Tabnmerka) kaxpie 8 4.

MakcumanbHasi CyTo4Has 03a — 75 M.

JlexcketonpodeH He NpeAHa3HAa4yeH s JUIMTENbHOW Tepanuu, Kype JeUeHHs IpenapaToM
JOJIKeH OBbITh OrpaHUYEH MEPHOAOM MPOSBIECHUS CUMITOMOB, HO HE JOJDKEH MPEBBIIATh 3—

5 nHen.
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HexxenaTenbHble peakuuu mpenapara MOXXHO HI/IMI/ISirB(;B-a;LEf%);EHp%% Ilambremiuen

3 PEKTUBHON J03bI B TEUYCHHE MUHUMAIBHOTO MEPUOJA, HEOOXOJUMOro sl KYINHPOBAHUS
CHUMIITOMOB.

Oco0nlie T'PpYHOIIbI TAIKMEHTOB

Tayuenmsi noscunozo 6ospacma
[TaniuenTaM MOXKUIIOrO BO3pacTa CieayeT NPUHUMATh Mpernapar, HauuHas C MUHUMaJIbHOU
PEKOMEHOBAHHOM J103BI.
MakcumanbHasi CyTo4yHasi Ao3a cocraiisgeT 50 mr.
B cnyuae xopoiell mepeHOCMMOCTH MOTYT MPUMEHSTHCS J103bl, PEKOMEHI0BaHHBIE JUIs 001Iei
MO YJISLIUH.
THayuenmoi ¢ Hapywenuem hyHKyuu novex
VY manuMeHToB ¢ MOYeYHOW HEAOCTATOYHOCTHIO JIETKOM CTENEHH TSKECTU (XpoHUYecKas 00Je3Hb
nouex, cragus 2 (ckopocTh KiyboukoBoii ¢unsTpanun (CK®) 60-89 mn/mun/1,73 M%) neyenue
mpermapaToM ClelyeT HauyuHaTh ¢ MHHUMAJIbHOW PEKOMEHIIOBAHHOW O3Bl TMOJ HAOJIIOICHUEM
Bpaya.
MaxkcuMmanbHasi cyTodHasi 103a coctapisieT 50 mr.
[Tpumenenue aexckeronpodeHa y naiiueHToB ¢ XpOHUUECKOoi Oone3Hbio nouek craauii 3a (CKD
45-59 mn/mun/1,73 M?), 36 (CKD 3044 mn/mun/1,73 M?), 4 (CKD 15-29 mor/mun/1,73 M%) u 5
(CK® <15 m/mun/1,73 M?) MpOTHBOTIOKA3aHO.
Tayuenmsi ¢ Hapywenuem QyuKyuy neveHu
[TanimeHTaM C MEYEHOYHOM HEIOCTATOUYHOCTHIO JIETKOW U CpPeAHEH CTENEHU TSKECTH CIEeAyeT
MPUHUMATh Tpenapar, HaunHasg ¢ MUHUMaJIbHOM PEKOMEHJIOBAHHOW 103bI O/ HAOJI0/IEHHEM
Bpaya.
MaxkcuMmanbHasi cyTo4Hasi 103a coctapisieT 50 mr.
[IpumeneHue nekckeronpodeHa y TMalUeHTOB C TMEUYEHOYHOM HEIOCTATOYHOCTBIO TSKEION
CTEMEHH TSHKECTH MTPOTUBOIIOKA3aHO.

eTH
BbezomacHocTh 1 3QpeKkTUBHOCTH y AeTeii B Bo3pacte oT 0 1o 18 jer He ycraHOBieHbI. [[aHHBIC
OTCYTCTBYIOT.
IIpenapar JEKCKETOIIPO®EH BEJI®APM nporuBonokasan y aereir B Bospacrte oT 0 mo
18 ner.

Crooco0 nmpuMeHeHus

BnyTps.
TaGneTku nporaaTeBaOT LEIUKOM, 3aIMBasl JOCTATOYHBIM KOJMUYECTBOM KMJKOCTHU (HaIIpUMep,

cTakaHoOM Bojbl). OZHOBpEMEHHBIH MpUEM MHIMU 3aMEAJIsieT BcachblBaHUE JEKCKeTompodeHa,
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MO3TOMY B CJIy4ae OCTPOM OOJIM peKOMEHTyeTC anMeHgﬁgghE%gr%T%Hgé[;{Eﬁ 5286 Mun

JI0 IIpyeMa UK.

4.3. lIlpoTuBONOKa3aHNUs

— ['unepuyBCTBUTENBHOCT, K JEKCKeTONpodeHy WM  JAPYrUM  HECTEPOUIHBIM
npoTuBOBOcHanuTeNbHbIM npenaparam (HIIBII), wiu k mo0oMy U3 BCIOMOraTeIbHBIX BEILIECTB,
IIEPEYUCIICHHBIX B pazzaene 6.1.

— Pa3BuTHe mpucTynoB acTMbl, OpOHXOCIa3Ma, OCTPOIO PUHUTA WM HOCOBBIX IOJIMIIOB,
MOSIBJICHHUE KPAMBHUIIBI UJIM AHTHOHEBPOTHUECKOTO OTEKa B CIy4yasX MPUMEHEHHUS IIPETapaToB C
aQHAJIOTUYHBIM JIEWCTBHEM (Hampumep, areTumicanuuuioBoit kuciaotel (ACK) u npyrux HIIBIT).
— doToamepruueckue WM GOTOTOKCHUECKUE PEAKLIUU B TIEPHOJ JICYCHUS KETOIPOPEHOM
wii ¢pudparaMu B aHaMHE3E.

— XKenynouHo-KuIlIeUHbIE KPOBOTEUEHHS, S3Bbl WM TNepdopaluu B aHaAMHE3E, BKIIOUas
CBSI3aHHBIE C npeauecTByomum npumMenenueM HIIBII.

- DpO3UBHO-A3BEHHbIE TOpaXKEeHUs kenyaouHo-kumedHoro Tpakta (OKKT) B cragum
obocTpeHusl.

— XKenynouHo-kuilieuHbIe KPOBOTEUEHUS; IPYrHe aKTUBHBIE KPOBOTEUEHUS (B TOM UHUCIIE
MOJI03PEHHE Ha BHYTPUUEPEITHOE KPOBOU3IUSIHHUE).

— BocnanurensHble 3a001eBaHus KuleuHuka (6one3nb KpoHa, i3BEeHHBIN KOJUT).

— [Teuenounass HeTOCTATOYHOCTh TsDKENIOW cTemeHu Tsokectu (10-15 GamnmoB mo mikane
Yaitna-ITe10).

— IIporpeccupytomiye 3a001€BaHus OYEK, TOATBEPHKACHHAs TUIEepKaTUEMusl.

— Xponndeckas 6one3Hp mouek: craguu 3a (CK® 45-59 mmn/mun/1,73 m?), 36 (CKD 30—
44 vn/mun/1,73 m?), 4 (CK® 15-29 mn/mun/1,73 mM?), 5 (CK® <15 mn/mun/1,73 m?).

— Ilepuron mocne npoBeeHUsT AOPTOKOPOHAPHOTO ITYHTUPOBAHUS.

— Tsxenast cepeyHasl HEA0CTaTOYHOCTb.

— I'emopparuueckuii [uaTes3 v Ipyrue HapyuieHHUs! CBEpThIBAHHS KPOBU.

— Tspkenoe oOe3BokuBaHuE (B pe3ysibTaTe PBOTHI, AUAPEH WM HEIOCTATOYHOIO MpHUeMa
JKUJIKOCTH).

— XpoHudeckas JUCIIETICHUS.

4.4. OcoOble ykazaHusl 1 Mepbl PeI0CTOPOKHOCTH NPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

3abonieBaHus MEYCHHU B aHAMHE3€, IeYeHOYHAs opdupus (BKIIOYas OCTPYIO MEPEMEKAIOITYIOCS
nopdupHIo), XpOHMYEcKas 6one3Hb mouek, cragus 2 (CK® 60—89 mn/mun/1,73 M?), XpoHmdecKas
cepAcyHasl HEJOCTAaTOYHOCTh, apTepHajbHAs THUICPTCH3Hs, 00E3BOXMBAHWE, 3HAUYUTEIHLHOE

CHI)KEHHE o0beMa IUPKYJIUpYyIoImed KpoBH (B TOM 4YHCIE TOCIE XUPYPTUYECKOTO
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BMEUIATENbCTBA), y MAIMEHTOB, HEMOCPeL ,TBeHHo'ni;b},‘Hg-Jg@HJﬁ_lﬁH 'XT/IBy‘leI?I edkmx

BMEULIATEIbCTB, HAPYLIEHUS! KPOBETBOPEHUS, Y ITOKUJIBIX ITALIMEHTOB cTapie 65 JeT (B TOM Yuciie
NOJIyYAIOLUX JUYPETUKH, OCJIA0JIEHHBIX MAlMEHTOB M IALIMEHTOB C HM3KOH Maccoi Tena),
OpoHXMalbHasi acTMa, OJHOBPEMEHHOE IMPUMEHEHHE ITITHOKOKOPTHUKOCTEPOUJOB (B TOM 4YHCIE
IPEJHU30JI0Ha), aHTUKOAryJIsHTOB (B TOM 4YMcie BapdapuHa), aHTUArperaHToB (B TOM 4YHCIE
aIeTUJICATIMIIMIIOBOM KUCIIOTHI, KJIOMUIOTPeIa), CENEKTUBHBIX HHTMOUTOPOB 00pPaTHOTO 3aXBara
CepoToHMHAa (B TOM 4YHCIE LHUTaNonpama, (IyOKCeTHHA, TMApPOKCETHHA, CEepPTpaJInHA),
UIIEMHYECKas 001€3Hb cepaua, 1epeOpOBaACKYIISIPHBIE 3aboJseBaHus,
JUCITUINIEMUS/ TULIEPIIMITUAEMUs], CaXapHblil quader, 3a0o0sieBaHus NepupepuyecKux apTepHid,
Kypenue, Hanumuue uHpekuuu Helicobacter pylori, cucremHuas kpacHas Bol4aHKa W JIpyrue
CHCTEMHBIE 3a00JIeBaHUsI COSAMHUTENBHOM TKaHu, anuTenabHoe npumenenue HIIBII, tybepkynes,
BBIPa)KEHHBIN OCTEONOPO3, AIKOTOJIU3M, TSDKEJIbIEe COMaTHYECKUe 3a00JIeBaHusl.

Oco0ble yKkazaHus

[Ipy mpumeHeHHWH y TAIMEHTOB C AJUIEPrUYECKUMH PEaKIUsSMHU B aHaMHE3e HEOOXO0IUMO
co0Ir0aTh OCTOPOKHOCTb.

Crnenyet uzberats npumenenus npenapata JEKCKETOIIPO®EH BEJI®APM B couetanuu ¢
npyrumu HIIBII, B TOM Yuciie CeeKTHBHBIMUA HHIHOMTOpaMH IHKI00KcHreHassl-2 (I10I-2).
HexenarenbHple peakuuu MOMXKHO CBECTH K MHUHUMyMY I[pM NPUMEHEHUM Ipenapara B
HauMeHbIIel 3¢ (HEeKTUBHOMN 103€ P MUHUMAJIBHON JUIUTENbHOCTH PUMEHEHUS, HE0OX0AUMOI
JUTSL KyTTIMPOBaHUS 0OJIEBOTO CHHJIPOMA.

bezonacnocmo npumenenus 6 omnowenuu JKKT

NmeroTcst cooOIieHuss 0 BO3HUKHOBEHUU IKEIYJAOYHO-KUIIEYHBIX KPOBOTEUYECHHM, SI3B WJIU
nepdopanuii (B HEKOTOPBIX CIy4asx C JETAIbHBIM HCXO0J0M) Ha (hOHE MPUMEHEHHs JHOOBIX
HIIBII Ha pa3HbIX dTamax JiedeHHs, KaKk C MOSBICHHEM CHUMIITOMOB-TIPEBECTHUKOB, Tak U 0e3
HUX, a TaK)XK€ BHE 3aBUCUMOCTH OT HAJIMYUSI CEPhE3HBIX XKEITYAOUYHO-KUILIEYHBIX OCIOXKHEHUN B
aHamHe3e. B ciiydae pa3BUTHS KeTyJOYHO-KUIIEYHOTO KPOBOTEYEHMsI Ha (hOHE NMpUMEHEHUs
npenapara JJEKCKETOITPO®EH BEJI®APM, ero npuem cienyer NpeKpaTuTh.

Puck pa3BuUTHS KETYTOYHO-KUIIIEYHOTO KPOBOTEUEHUS, IENTHUECKOH S3BBI WK €€ mepdopannn
noBeIaeTcs ¢ yBenuueHueMm no3el HIIBII, y manueHToB ¢ s3BOMl B aHamHe3e, OCOOCHHO
OCJIO’)KHEHHOM KpOoBOTEUEeHHEM WK Tiepdopanyelt, a Takke y MalueHTOB MOXKUIIOT0 BO3pacTa.
Iayuenmul nodxcunozo éozpacma

V nanuueHToB MOKUIOr0 BO3pacTa MOBBIIIEHA YACTOTa BOSHUKHOBEHUS HEXKEJIaTeIbHbBIX PEeaKIHil
Ha ¢one mpumeHeHus HIIBII, ocoGeHHO Takux, Kak KelyJI0YHO-KUIIEYHOE KPOBOTEUYCHUE U
poOoIeHUE A3BbI, KOTOPHIE MOTYT MPEACTABIATh YTPO3y s KU3HU. JIeueHne 3TuX maueHToB

CJIeyeT HAYMHATh C HAUMEHBIIIEH BO3MOKHOM J03BI.
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HAyaJIoM JieueHus JeKckeronpodenom (kak u B cimydasx ¢ npyrumu HIIBII) cienyer yoenuTses,
4TO 3TH 3a00JIEBaHUS HAXOIATCA B CTAJAUU PEMHUCCUHU. Y MAIMEHTOB C HAJIMYHEM CHMIITOMOB
natosioruu JKKT mmu xponnueckumu 3aboneBanusmu JKKT cienyer ocymecTBiasaTh KOHTPOJb
JUISL BBISBIICHUSI HApYLICHUN MUIIEBapeHUs, OCOOCHHO KEIYyJI0YHO-KUIICUHBIX KPOBOTECUCHHII.
HIIBII crnenyer ¢ OCTOPOXXHOCTBIO Ha3HA4YaThb MAUMEHTAM C KEIYJAOYHO-KUIIECYHBIMHU
3a00JeBaHUAMU B aHAMHE3€ (S3BEHHBIA KOJUT, Oosie3Hb KpoHa), MOCKOJIBbKY CYIIECTBYET PUCK
00ocTpeHus JaHHBIX 3a00JICBaHUH.

JIns1 3TUX TAaMEHTOB, a TAKXKE MMallUEHTOB, KOTOPbIE HYKJAI0TCS B OJJHOBPEMEHHOM IIPUMEHEHHUH
ACK B HM3KHMX [103aX WIM B MPUMEHEHUM JAPYTUX I[PENaparoB, YBEIMUMBAIOLIUX PHUCK
BO3HMKHOBeHMs HapymeHuit co croponbl JKKT, criemyer paccmorpers BO3MOKHOCTB
KOMOMHHMPOBAaHHOW Tepamuu C IpernaparaMu-poTeKTOpaMu, HaIpPUMEpP, MU30MPOCTOIOM WU
WHTHOUTOpPAMU MPOTOHHOM MOMIIBIL.

[TatmeHThl, y KOTOPBIX B AHAMHE3€ UMEIM MECTO HEKeJaTelbHble peakiuuu co ctoponbl JKKT, B
0COOEHHOCTH, MOKUJIbIE MAIIMEHTBI, JTOJDKHBI COOOIIATh Bpady O JIFOOBIX HEOOBIYHBIX CHMIITOMAX
co ctoponbl JKKT (ocobeHHO 0 cuMITOMAax, KOTOPbIE MOTYT CBUJIETEIILCTBOBATH O >KEITYJOYHO-
KHILIEYHOM KPOBOTEUYEHHUH ), OCOOEHHO Ha HaYaJbHBIX CTAIUSX JICUCHUS.

CrnenyeT ¢ OCTOPOXKHOCTBIO Ha3HAuaTh Ipernapar MalueHTaM, OJHOBPEMEHHO NPUHHUMAIOIIUM
CPEICTBA, KOTOpPbIE MOTYT VYBEJIWYUTh PHUCK BO3HUKHOBEHHUS SI3Bbl MJIM KpPOBOTEYEHUS:
nepopaibHble KOPTHUKOCTEPOHJIbI, AHTUKOATYJSIHTBI (Hampumep, BapdapuH), CEIeKTHBHBIC
WHTHOUTOPHI 0OPATHOTO 3aXBaTa CEPOTOHMHA WM aHTHArperaHTsl, Hanmpumep, ACK.
bezonacnocmo npumenenus 6 ommowienuu novex

[TaruenTam ¢ HapylieHHeM (YHKIIMH MOYEK Mpernapar clielyeT Ha3HadyaTh C OCTOPOKHOCTHIO,
nockonbky Ha ¢one npumeHeHuss HIIBIT Bo3MOXHO yxy/uieHue (QyHKIMHU TOYEK, 3aJepiKKa
KHUJIKOCTM B OpraHusmMe M pa3BuTHe oTekoB. CienyeT coOI0AaTh OCTOPOXKHOCTh MpPHU
IPUMEHEHUH perapara y NalueHTOB, OJTHOBPEMEHHO MPUHUMAIOIINX AUYPETUKH, U TAllHeHTOB,
y KOTOpPBIX BO3MOXHO pa3BUTHE THUIOBOJIEMUU B CBA3M C TOBBIIIEHHBIM PHUCKOM
HE(PPOTOKCUUHOCTH.

B mnepuon neueHuss HeoOXOAMMO OOECHEUHUTH aJIeKBaTHOE TIOTPEOJICHUE >KUIKOCTH IS
MPEOTBPALICHHS 00€3BOKUBAHUS M YCUJIEHUS! TOKCHUECKOT0 IUCTBUS HAa TOYKH.

Kak un apyrue HIIBII, npemapar JEKCKETOIIPO®EH BEJI®APM MoxeT NpUBOAHMTH K
MOBBIIICHUIO KOHIEHTpAIlMU a30Ta MOYEBHUHBI U KpeaTMHWHA B Iu1a3Me KpoBu. Kak u apyrue
WHTHOUTOPHI CHHTE3a MPOCTArIaHIMHOB, MpenapaT MOXKeT OKa3bIBaTh HEKEIATeNIbHOE IeHCTBUE
Ha MOYEBBIIACIUTENbHYIO CHCTEMY, YTO MOXET IPHUBECTH K Pa3BUTHIO TIOMEpYyJIoHEe]pHUTa,

MHTEPCTUIIUAIBHOIO HeppuTa, MaNUUIIPHOTO HEKpPO3a, HEPPOTHUUECKOTO CHHIPOMA M OCTPOil
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MOYEYHOU HENOCTATOYHOCTH.

[Toxxuiibie marMeHThl 0COOEHHO MOABEPKEHBI HAPYILIEHUIO (PYHKIIUHU TTOYEK.

bezonacnocmov npumenenus 6 omHoweHuy neveHu

[TaruenTam ¢ HapyuieHueM (yHKIMH [EYEHH IMpernapaT cleAyeT Ha3HauyaTh ¢ OCTOPOKHOCTHIO.
Kak uw npu npumenenum apyrux HIIBII, mpemapar MoXeT BbI3bIBaTh KPaTKOBPEMEHHOE U
HE3HAYUTEJIbHOE YBEIMUEHUE HEKOTOPBIX «IIE€UEHOUYHBIX IOKAa3aTeseil», a TakKe BBIPAKEHHOE
NOBBILICHUE aKTUBHOCTU acrapraramuHoTrpancdepassl (ACT) u amanmHamMuHOTpaHC)Epasbl
(AJIT). Ilpu COOTBETCTBYIOIIEM YBEIHYECHHH YKa3aHHBIX IIOKa3aTesel JIeYeHHE IpernapaTroM
cienyeT IpeKpaTUTh.

[Toxuitbie marMeHTsl 0COOEHHO TOABEPKEHBI HAPYIICHUIO (PYHKIIUY TICUSHH.

bezonacnocme npumenenus 6 omuowenuu cepoeuHO-COCYOUCTOU CUCMEMbL U MO3208020
Kpo8oobpaujenus

VY nanueHToB ¢ apTepruabHON TUIIEPTEH3UEN /WK CePICYHON HETOCTATOYHOCTBIO OT JIETKOH J10
CpeHEl CTENeHU TSHKECTH B aHAMHE3€ HEOOXOJUMO OCYIIECTBIEHHUE COOTBETCTBYIOILEIO
KOHTpOJIsI U pekoMeHaanuii. Oco0yr0 OCTOPOKHOCTH HEOOXOIUMO COONIOAATh MPH JICUCHUU
MAIMEHTOB C 3200JIeBaHUSIMH CEP/Ila B aHAMHE3€, B YACTHOCTH, C MPEIIECTBYIOIIMMHU SITH30]1aMU
cepleyHol HemoctarouHocTH, Tak kak tepanus HIIBII cmocobHa MOBBICUTH PUCK pa3BUTHS
CepJIeYHON HEIOCTAaTOYHOCTH; ONMCAaHbl CIy4yau Pa3BUTHUS 3aJCPKKU >KUJIKOCTH M OTEKOB,
cBsA3aHHbIX ¢ mpuMeHeHneM HIIBII.

Knunnueckue necnenoBaHus U dGNIUAEMHOIOTMYECKHAE JAaHHBIE MIO3BOJISIOT CIENaTh BBIBOJ O TOM,
yro HIIBII, oco6eHHO B BBICOKUX J103aX U HPU JUTMUTEIBHOM MPUMEHEHUH, MOTYT NPUBOJUTH K
HE3HAYUTEJIbHOMY YBEJIMYEHUIO PHCKA BO3HMKHOBEHHS apTepHalbHbIX TPOMOO30B (Hampumep,
uH(papKTa MHOKapJa WM UHCYIbTa). [lJig HUCKIIIOUEeHUsl pUCKa BO3ZHUKHOBEHUS! TaKUX COOBITUI
IpY IPUMEHEHUH JIeKCKEeTONpo(deHa TaHHBIX HEJT0CTaTOYHO.

Y nanueHToB ¢ HEKOHTPOIUPYEMOH apTepUalbHOM TUIEPTEH3UEH, 3aCTOMHON CepAecUHOU
HEJ0CTAaTOYHOCThIO, TOATBEPKICHHONW HIIEeMUYEeCKOH Oo0JIe3HbIO cepAla, 3a0oJeBaHUSIMU
nepudepudeckux apTepyuil /UK cocy10B TOJIOBHOTO MO3Ta Ipenapart cieiyeT NIPUMEHSTh Iociie
THIATEIbHON OIIEHKH COOTHOLIEHMSI ITOJIb3BI U PUCKA.

[lepen HavyamoM UIMTENBHOTO JICYEHUS MALMEHTOB ¢ (paKTOpaMM pHUCKa Pa3BUTHUS CEpPJEUHO-
cocyaucTtoro 3abosieBaHus (HampuMep, TMpU TOBBIIIEHHOM apTEpUAIbHOM JaBIICHUH,
TUNEPIUNUIEMUN, caxapHOM aualdeTe, KypeHHH) Takke HeoOXxoauMma THiaTelbHas OlEHKa
COOTHOILIEHUS TOJIb3bI U PHUCKA.

Hecenextususie HIIBII criocoOHbI yMeHbIIATH arperauio TpOMOOLMTOB M YBEIMYUBATh BPEMs
KPOBOTEYEHMS 3a CYET MOJABJICHUSA CHHTE3a NPOCTArJIaHIWHOB, B CBSI3M C YEM Ha3HAYCHUE

JIeKcKkeTonpodeHa nayeHTaM, IpUHUMAIOIIUM IIperaparsl, BIUSIOIMINE Ha TeMOCTa3 (HanpuMep,
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Bap(apuH WK Ipyrue KyMapHHbI, WK TelIapHHbI) HE pé@&gﬁm@i-TEﬂbHc CTb 0002)

[Toxwuiible ManUeHTbhl OCOOCHHO MOIBEPKEHbI HAPYHICHUSM (YHKIHMU CEpJEUYHO-COCYAUCTOU
CUCTEMBI.

Koorcnvie peaxyuu

Ouensb peako Ha ¢one nmpumeHenus HIIBIT ormedanuch cepbe3Hble KOXKHBIE PEaKIIUU, BKIIOYas
skconmMaTuBHEIN  gepMatuT, cuHapoM CtuBeHca-/[KOHCOHa, a TakkKe TOKCHYECKUU
ANUAEPMAIBHBIN HEKPOJIU3, HEKOTOPHIE U3 KOTOPBIX 3aKOHYMJIMCH JETAJIbHBIM MCXOAOM. Puck
Pa3sBUTHSI TAKMX PEAKLIUH y ALIUEHTOB, 10-BUIUMOMY, HauboJiee BHICOKUI B HaYaJIe JIeUSHMs], TaK
Kak OOJIBIIMHCTBO OIMCAHHBIX SIBJIEHUI HaOIOJanuCh B NepBbli Mecsl Tepanuu. [Ipu nepsom
MOSIBIICHHMH KOKHOW CBINM, MOPAKEHUH CIM3HUCTBIX 000JIOUEK WIIM JIFOOBIX JPYTrUX HpPU3HAKOB
runepuysctButenbHoct npumeHenue npenapara JEKCKETOIIPO®EH BEJI®APM cnenyer
IIPEKPATUTD.

Mackupoeka cumnmomos unghexyuonHwvix 3a001e6anutl

[Tpenapatr JIEKCKETOIIPO®EH BEJI®APM cnocoben MackupoBaTb CUMITOMBI HEKOTOPBIX
UHQEKIMOHHBIX 3a00JEeBaHUH, YTO MOXXET MPHUBOJUTH K Ooyiee MO3AHEMY Ha3HAUYCHUIO
COOTBETCTBYIOLIETO JIEUSHHs, U TEM CaMbIM YXYALIATh UCXO0J MH(DEKIMOHHOr0 3a00eBaHus. DTO
Ha0JII01a710Ch NP OaKTepHaIbHON BHEOOILHUYHOM MTHEBMOHUH U OAKTE€PUAIbHBIX OCI0KHEHHIX
BETPSHOM OCIIBI.

Korga mnpenapar JAEKCKETOIIPO®EH BEJI®APM BBomutcs st oOsierdeHus 0o,
BBI3BAaHHON WH(EKIMOHHBIM 3a00JI€eBaHMEM, PEKOMEHAYETCS KOHTPOJIHMPOBAaTh COCTOSIHUE
nanveHTa. B amMOymaTopHbIX — ycioBusX  (BHe ~ OONBHMIIBI)  MALUEHTY  CIEIyeT
MPOKOHCYJIBTUPOBATHCS C BPAaYOM, €CJIM CUMITOMBI COXPAHSAIOTCS TN YCYTyOJISIOTCS.
Hononnumenvnas ungopmayus

Ocobast 0cTOpOKHOCTB TpeOyeTcs MU Ha3HAuUeHHUHM Iperapara NalueHTaM C:

o BPOX/IEHHBIMU HapylIeHUsIMM MeTa0onu3Ma mnopdupuHa (Hampumep, MpU OCTPOH
nepemeskaronieiics noppupun);

. 00€3BOKMBAHHUEM;

. HETMOCPECTBEHHO MOCIe OOLUIMPHBIX XUPYPTUUECKHX BMEIIATEIbCTB.

Ecnu Bpau cumrtaer, 4ro JUIMTENbHOE NMPUMEHEHHUE IEKCKETOnpodeHa HeoOXOIUMO, CleayeT
PETyJIsIpHO KOHTPOJIUPOBATh (DYHKIIMIO NTEYEHH, TIOYEK U MOKa3aTeIn O0IIero aHaanu3a KpoBH.

B ouenp penkux ciaydasx HaOMIOAANUCH TSAXKENblE OCTPble PEaKIUU T'HIEPUYBCTBUTEIHHOCTU
(Hampumep, aHadunakTHdyeckuii 1mok). Ilpu mepBbIX Mpu3HAKaxX TKEIOH  peakuu
THIIEPUYBCTBUTENBHOCTH HeoOxonumo mnpekpatuth npuem mnpenapara JJEKCKETOITPO®EH
BEJI®APM.

HeobxoauMo HauaTh CHMIITOMATHYECKOE JICYCHUE O] HAOJIOJACHHEM KBaTU(UIIMPOBAHHOTO
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CIIEI[AAITICTA.

[TanienTsl, CcTpajamIMe acTMOW B COYETAHUM C XPOHUYECKUM PUHUTOM, XPOHHUYECKUM
CUHYCUTOM W/WJIM TOJIMIIAaMU HOCA, TOJBEPKEHBI 00Jee BBICOKOMY PHCKY alJePrHYeCKHX
peakuuii Ha ACK w/umm HIIBII, yem octanpHas momyssius. [IpumeHeHue mpermapata MOKET
BbI3BaTh MPUCTYN AacTMbl WJIM OpOHXOCHa3M, OCOOCHHO Yy MAlUMEHTOB C aUIEPrUYECKUMU
peakuusimu Ha ACK wim HIIBIL.
B 0co0bIX citydasix BO3MOXKHO Pa3BUTHE TSHKEIBIX HH(EKIIMOHHBIX OCIIOKHEHHA CO CTOPOHBI
KOXKM M MSTKMX TKaHed Ha ¢oHe BeTpsHOM ocmbl. [I0MHOCTBIO HMCKIIOUUTH BEPOSITHOCTh
B3auMocBs3u npumeHnenus HIIBII ¢ pasButueM mnomoOHBIX WH(EKIIMOHHBIX OCIOKHCHHHA B
HacTosiiee BpeMs HEBO3MOKHO. [losTomMy mipu BeTpsHOW oOcle TPUMEHEHUs TMpernapara
JNEKCKETOITPO®EH BEJI®APM cnenyet u3deraTs.

eTH
be3onacHoCTh NpUMEHEHMS Y JETE HE YCTaHOBJICHA.
4.5. B3aumMojeiicTBMe C JAPYrHMH JIEKAPCTBEHHBIMM INpenaparaMu W JApyrue BH/bI
B3aUMO/1eCTBUSA
Hwuxecnenyromue B3aumozeiictsusa xapakrepHsl 1uis Bcex HIIBIIL.

HexenarenpHble KOMOMHALIMUI

C opyeumu HIIBII (sxnouas cenekmusHvle uneuoumopwvl L[OI-2) u caruyuramamu 8 8biCOKUX
o0oszax (bonee 3 2/cym). OmHOBpeMEHHOE mpuMeHeHHe Heckoiabkux HIIBIT Bcrmeactsue
CHUHEPTUYecKoro 3 ¢eKra MOBBIMIACT PUCK PA3BUTHS JKEITYJA0UYHO-KHILIEYHOTO KPOBOTEUECHUS U
S3BBI.

C aumuxoazynanmamu: HIIBIT moryr ycunuBath 3((EKT aHTUKOAryJlIsHTOB, TaKHUX Kak
Bap(apyH B CBSI3U C BEICOKOW CTETICHBIO CBSI3BIBAHUS C O€IKaMH IJ1a3Mbl KPOBH, MHTHOMPOBAHUEM
(GyHKLIMU TPOMOOIUTOB M MOPaKEHUEM CIU3UCTON 0OOJIOUKM KemyaKa U ABEHAaTUIePCTHON
KAmKU. B ciaydae HEOOXOAMMOCTH OJIHOBPEMEHHOIO MPUMEHEHHs HEeOOXOIMM TIIATEebHbINA
KOHTPOJIb 32 COCTOSIHHEM TTallNeHTa U PETyIISIPHBI MOHUTOPUHT J1a00paTOPHBIX TIOKa3aTeNeH.

C 2cenapurom: TIOBBIIIAETCS PUCK PA3BUTHUS KPOBOTEUEHUS (B CBA3HM C MHTMOUpOBaHUEM (YHKIIUU
TPOMOOIIUTOB ¥ TOBPEXJAIOLUIMM JEHCTBHEM Ha CIU3UCTYI0 OOOJIOUKY JKeIydKa M
JIBEHAATUIIEPCTHOW KHIIKK). B ciaydae HE0OXOJMMOCTH OIHOBPEMEHHOTO IPUMEHEHHS
HEOOXOMMO OCYIIECTBIIATh TINATEIFHBIA KOHTPOJIb COCTOSIHHS TAIlMeHTa W PETyJISPHBINA
MOHHMTOPHHT JIaDOpaTOPHBIX MOKa3aTemneil.

C entokokopmuxocmepoudamu.: TIOBbIIAETCs pucK si3BeHHOro nopaxxenus XKKT u kpoBoTeueHHH.
C npenapamamu aumus: HIIBII moBeIIIatoT KOHIIEHTPALIMIO JIUTHS B TUIa3Me KPOBU BILIOTH JI0
TOKCHUYECKOW (CHUKAETCS BBHIBEACHHE JIUTHUS Yepe3 MOYKH), B CBSI3U C YeM KOHIICHTPAIUIO JIUTUS

B IUIa3M€ KpPOBU HEOOXOIMMO KOHTPOJHMPOBATh B Hayajie JICYEHUS AEKCKETOMPOpEHOM, MpHU
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KOPPEKIIMH €ro JI03bI U OTMEHE Tpenapara.

C memomperxcamom 8 gvlcoxkux 0ozax (15 me/ned  u  6onee):  BO3MOXKHO  TOBBINICHUE
reMaToJIOTMYeCKON TOKCHYHOCTH METOTPEKCATa B CBSI3U CO CHIDKEHUEM €T0 TIOYSUHOTO KIIMPEHca
npu ogHoBpeMeHHOM npuMenenuu ¢ HIIBII.

C euoanmounamu u cynvgponamuoamu: BO3MOXKHO YCUIICHHE UX TOKCUYECKOTO JICHCTBUSI.

KoMOuHaimu, TpeOvIiomme 0CTOPOKHOCTH

C Ouypemuxamu, uHeubumopamu  ameuomeHzuHnpespawjarowezo  epmenma  (AIND),
AHMUOUOMUKAMU U3 2PYNNbL AMUHOSIUKO3UO08, AHMAOHUCaMU peyenmopos aneuomensuna-l:
JIEKCKeTOnpo(deH MOXKET OcClaliiaTh AEeWCTBUE TUYPETHUKOB U THIIOTEH3UBHBIX CPEACTB. Y
HEKOTOPBIX MAIEHTOB C HapylmIeHHeM (pyHKIIUHM ToYeK (Harpumep, mpu 00e3BOKUBAHUU WIIH Y
NOXWIBIX TAIMEHTOB C HapymeHHeM (YHKIMH MMOYEK) MPUMEHEHHE CPEACTB, OKa3bIBAIOIINX
unrubupytomee neiicreue Ha IO, ogHoBpemenHo c¢ umuruOutopamu AIID, aHTaroHucramu
perenTopoB aHruoteHsuHa Il umm aHTHOMOTMKAMU-aMUHOTJIMKO3UIAAMH MOXKET MPHUBECTH K
JanbHEHIIeMy yXyAIIeHHIO (QYHKIHU MOYEK, YTO, KaK MPaBUIIO, HOCUT OOpaTUMBINA XapakTep.
[Tpu Ha3HavyeHUH JEeKCKeTonpodeHa 0 JHOBPEMEHHO C JHMYPETUKOM HEOOXOMMO yOeIuThCs, YTO
MAIUEHT MOIy4YaeT JOCTATOYHO KUIKOCTH, a TAKKEe KOHTPOJIUPOBATh (PYHKIIMIO TOYEK B Hayase
JICYCHMUS.

C memompexcamom 6 Huskux o0o3zax (menee 15 melned): BO3MOXKHO TOBBIIICHHE
reMaToJI0rMu4ecKoi TOKCHYHOCTH METOTPEKCaTa B CBSI3U CO CHMXKEHHUEM €ro IOYEeYHOTro KIIMpeHca
Ha (oHe ogHOBpeMeHHoro npumenenus ¢ HIIBII. B Teyenue nepBbIX HeJenb 0AHOBPEMEHHOIO
NPUMEHEHHUs HEOOXOJMM eKeHeNEeNbHbIM MoJcueT KIeTOK KpoBH. Ilpu Hamuuum HapylmieHHs
(GYHKIIMM TOYEK Jake JIETKOW CTENEeHH, a TaKkKe Yy JHUI[ HMOXKMJIOro BO3pacTa, HeoOXOIUMO
THIATEeJIbHOE HAa0JI0/IeHNE Bpaya.

C newmoxcuguinunom: BO3MOXXHO TOBBIIIEHHE PHUCKA pa3BUTUS KpoBoTeueHHs. Heobxomum
THIATEJIbHBIM KIMHUYECKUII MOHUTOPHUHT U PETYJISpHAsl IPOBEPKA BPEMEHU KPOBOTEUEHUH.

C 3udogyounom: CyIIECTBYET PHUCK YCUJIEHHS TOKCHYECKOrO JEHCTBUS Ha SPUTPOLMUTHI,
00yCIIOBJIIEHHOT'O BO3/IEWCTBUEM HA PETUKYJIOLHUTHI, C PA3BUTHEM TSKEION aHEMUU Yepe3 HEJIENI0
nocie Havana npumenenuss HIIBII. Heobxomumo mnpoBeneHue oOIIero aHaiu3a KpPOBU C
MIOJICYETOM KOJINYECTBA PETUKYJIOLUTOB Yepe3 1-2 Henenu nocne Hayana tepanuu HIIBIIL

C eunoenuxemuyeckumu cpeocmeamu 0nsa npuema eHymps. HIIBII Moryr ycuiuBath
TUIOTJIMKEMUYECKOe JIEHCTBUE TPEnapaTroB CYIb(OHUIMOYEBUHBI BCJIEICTBUE BBITECHEHUS
CyIb(OHUIMOUEBUHBI U3 MECT CBSI3bIBAHUS C O€JIKaMU IUIa3MbI KPOBH.

KOM6I/IHaHI/II/I, KOTOPBIC HCO6XOI[I/IMO NpUHUMATh BO BHUMAHUC

C [-aopenobdnokamopamu:. nipu ogHoBpeMeHHOM mpumeHeHuu ¢ HIIBII moxeT ymeHbIatbes

AHTUTUNEPTCH3UBHBIA AP (dEeKT [P-ampeHoOI0KaTOPOB BCIEACTBUEC WHTHOMPOBAHHUS CHHTE3a
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mpocTariiaHAnHOB.

C yuxnocnopunom u maxpoaumycom: HIIBII moryt yBenumumBath HEPPOTOKCHYHOCTH, UTO
OIIOCPEIOBAHO JCWCTBUEM PEHAIBHBIX MPOCTArJIaHAMHOB. [IpH OJHOBPEMEHHOM IIPUMEHEHUU
HEO0OXOIUMO KOHTPOJIHPOBATh (PYHKIIUIO MOYEK.

C mpombonrumuxamu: NOBBILICHHBIA PUCK PA3BUTHS KPOBOTCUCHHUSI.

VBennuuaercs puck passutus kpooreueHus u3 JKKT mpu oIHOBpEMEHHOM IIPUMEHEHUU C
uneubumopamu oopamnoz2o 3axeama cepomonura (UUTAIONPaM, TAPOKCETHH, (IIYOKCETHH,
cepTpalivl) u anmuazpecanmamu (Bkmodast ACK u kinonugorpen).

C npobeneyudom: BO3MOKHO MOBBIIIEHUE KOHIIEHTPALIUU IeKCKETONpo(deHa B I1a3Me KPOBH, UTO
MOYET OBITh 00YCIIOBIICHO MHTHOUPYIOMIMM 3P PEeKTOM MpoOeHenrIa Ha MOYEHYHYIO TYOyIIpHYIO
CEKPELMI0 U KOHBIOTAUIO C IIIIOKYPOHOBOW KUCIIOTOW, MOXET NOTPEOOBATHCS KOPPEKLUS O3B
JIeKcKeTonpodeHa.

C cepoeunvimu enuxosuoamu. HIIBII MoryT moBbIaTh KOHIIEHTPAIMIO CEPIACYHBIX TTTUKO3UIOB
B IIJJa3M€ KPOBH.

C mugenpucmonom:. CyImIECTBYET TEOPETUYECKUH PHCK H3MEHEHUs 3A(P(HEKTUBHOCTH
MUGENPUCTOHA TOJ JCHCTBHEM HMHTUOUTOPOB MPOCTArIaHIUHCUHTETa3bl. OrpaHudYeHHbIE
JaHHBIE MMO3BOJISIIOT MPEANONIOKUT, YTO OAHOBpEMEHHOE npuMeHeHne mudenpucrona ¢ HIIBIIT
B JIeHb NIPUMEHEHHUs MpoCTarjaHAuHa HE OKa3bIBAE€T HEOJIaroNnpusTHOTO BIMSHUS HA JIEHCTBUE
MU(ENPUCTOHA WIH NTPOCTarjiaHHa B OTHOIIEHUH CO3PEBaHM IEUKH MAaTKU WJIM COKPAaTUMOCTH
MaTKH U HE CHU)KAET KIIMHUYECKYIO 3()(DeKTUBHOCTh CPEACTB Ul MEIMKaAMEHTO3HOT0 abopTa.

C Xunononamu: JTaHHBIE SKCIEPUMEHTAIBHBIX HCCIEAOBAaHMM Ha >KMBOTHBIX YKa3bIBalOT Ha
BBICOKHH PUCK Pa3BUTHs CyIOpor Ipu ogHOBpeMeHHOM npuMmeHeHnun HIIBII ¢ xuHOnoHamu B
BBICOKHX J103aX.

C menogosupom: tipu opHOBpeMeHHOM npumeHeHuun ¢ HIIBII wmoxer mnoBbIIaThCS
KOHIIEHTpalusl a30Ta MOYEBHMHBI M KpEaTMHMHA B IUIa3ME€ KpPOBH, IO3TOMY Ul OLICHKHU
BO3MOXXHOTO BJIMSIHUSI OJHOBPEMEHHOTO TPUMEHEHHS] JIaHHBIX JIEKApCTBEHHBIX CpPEICTB
HEO00XOIMMO KOHTPOJIMPOBATh (PYHKIIUIO MOYEK.

C oOegepasuporxcom: nipu omgHoBpeMeHHOM mnpumeHeHun ¢ HIIBIT MokeT MOBBIIATHCS PHUCK
tokcuueckoro Bo3zaedcTBus Ha JKKT. Ilpu npumenenum nexckeronpodeHa COBMECTHO C
nedepasupoKcoM HeOOXOAMMO TIIATEIbHOE HAOIOIEHUE 32 COCTOSTHUEM TallMeHTA.

C nemempexcedom: nipu onHoBpeMeHHOM npuMmeHeHun ¢ HITBII moxeT cHuXaThCsl BHIBEACHUE
nemerpekcena, nmosromy npu npumeHeHnn HIIBIT B BbICOKHMX 103aX HEOOXOIUMO MPOSIBIISATH
0c00YyI0 OCTOPOXKHOCTb. Y MALMEHTOB C MOYEYHON HEJOCTATOYHOCTHIO JIETKOM CTENEHH TAKECTH
(xpoHHYeckass 6GonesHp mouek, cramus 2 (CK® 60-89 mu/mmn/1,73 M%) ciemyer m3berarth

oaHoBpeMeHHoro npuema nemerpekcena u HIIBII B Teuenne nByx mHE# 10 M IBYX IHEH mocie

10
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npremMa rneMeTpeKce/a.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMS

[Tpumenenue npenapata JEKCKETOIIPO®EH BEJI®APM npu GepeMEHHOCTH U B NEPUOJ
TPYAHOTO BCKapMIIMBAHUSI IPOTUBOIIOKA3aHO.

bepeMeHHOCTB

[TonaBneHne cUHTE3a MPOCTATJIAHMHOB MOKET HEOJIArOMPHUSTHO BIHSITH HA OEPEMEHHOCTD H/WITH
pazBuTHe OMOpHOHA ®  TUIOAA. Pe3ynbTaThl  AMUAEMHUOJIOTMYECKUX  UCCIICIOBAHUU
CBUJICTENLCTBYIOT, YTO MpEnapathl, NOJABISIONINE CHHTE3 MPOCTArIaHIMHOB, IPUMEHSIEMbIE Ha
pPaHHHUX CTagusX OEpEeMEHHOCTH, CIIOCOOHBI YBEIMUYMBATh PUCK CAMOIPOM3BOJILHOrO abopra, a
TaK)Ke Pa3BUTHS Y TUIOJAA MOPOKA CEpAlla W He3apalleHHs TepeaHei OpIONIHONW CTEHKH; Tak,
aOCONIOTHBIA ~ PUCK Pa3BUTHS aHOMAJIUN  CEPAEYHO-COCYIUCTOM CHCTEMBbI BO3pacTal,
npuOIN3UTENbHO, ¢ MeHee ueM 1 % 10 1,5 %. Cuutaercs, 4To pUCK BO3PACTAET C YBEIMUCHUEM
JI03BI U JJTUTEIILHOCTH IPUMEHEHHUS.

B Tperbem TpumecTpe OEpEMEHHOCTH BCE WHTHOMTOPHI CHHTE3a MPOCTArJaHAMHOB MOTYT
MPUBOAUTH K PA3BUTHUIO y TIJI0JIa CEPJICUHO-JIETOYHON MATOJOTHH (ITPEXKIEBPEMEHHOE 3aKPhITHE
apTepHalIbHOTO MTPOTOKA U TUIIEPTEH3US B CUCTEME JIETOUYHOM apTepuu) U HapyIIeHUIO (YHKIIUU
MOYEK, KOTOPOE MOKET MPOrpecCHpoBaTh M MPUBOIAUTH K TMOYEYHOM HEIOCTATOYHOCTH C
pa3BuTHEM oiuToruapaMHnona. Kpome toro, naxe mpu npuMeHEHUU B HU3KHUX J103aX, Y MaTepu
B KOHIIE OEPEMEHHOCTH U Y HOBOPOXKJIEHHOTO BO3MOXKHO YBEJIMUYECHHE BPEMEHH KPOBOTECUCHUS,
CBSI3aHHOE C AHTHArperaHTHBIM JIEWCTBUEM, a TaKXKe MOJIABJIEHUE COKPATUTEIbHON aKTUBHOCTHU
MAaTKH, PUBOJIAIIEE K 3aMa3JbIBAHUIO POJIOBOM ACSITEIBHOCTU UIU 3aTSKHBIM pOJaM y MaTepH.
JlakTanus

CBeneHuit 0 MPOHMKHOBEHUH JIEKCKETONPO(EHa B MATEPUHCKOE MOJIOKO HET.

PepTUIIBLHOCTD

ITpennapatr JEKCKETOIIPO®EH BEJI®APM, kak u npyrue HIIBII, MokeT CHM>KaTh KEHCKYIO

(bepTUIbHOCTh, MOATOMY €ro He pPEKOMEHJyeTCs Ha3HayaTh JKEHIIMHAM, I[JIaHUPYIOIIUM
OEpEeMEHHOCTb.

VY JKEHIIMH, MMEIOUIMX MpoOJeMbl C 3a4aTHeM WM MPOXOJAIIUX 00CIeJOBaHHE B CBSA3M C
OecruioaneM, ciaelyeT pacCMOTPETh BO3MOKHOCTh OTMEHBI JIEKCKETOIPodeHa.

4.7. BuusiHue Ha CIOCOOHOCTH YINPABJATH TPAHCIOPTHBIMHM CpPeACTBAMH M padorarh C
MeXaHM3MaMH

B cBs31 ¢ BO3MOXHBIM rOJIOBOKPYKEHHUEM M COHJIMBOCTBIO B IEPUO/T TIpUEMa JeKCKeTonpodeHa,
CHOCOOHOCTh K KOHIIEHTPALMU BHUMAHUS U OBICTPOTA MCUXOMOTOPHBIX PEAKIUU y MalUeHTOB
MOTYT CHHUXAaTbhCsl, OCOOCHHO B IEpBBIM uac mocie npuema mnpemnapara. I[lostomy B mepuon

JeYeHus1 JIeKCKeTonpodeHoM cienyer coOMoAaTh OCTOPOXKHOCTh HPH  YIPaBJICHUU

11
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TpeOYIOLIMMH MOBBIIIEHHONW KOHIIEHTPAIIUH BHUMAHHS U OBICTPOTHI ICUXOMOTOPHBIX PEaKLIUH.
4.8. HexenarejbHbIEe peaKnuu

Pesrome mpoduiist 0e3onacHOCTH

Yame Bcero HabM0MaOTCS HexenaTenbHbie peakiuu co ctopoHsl JKKT. Bo3moxxHO pa3Butue
NENTUYECKON sI3BBI, Mepopauuu WIH SKETYAOYHO-KUIIEYHOTO KpPOBOTEUEHHS, HWHOTIA C
JeTaTbHBIM HCXOJ0M, OCOOCHHO y MOKMJIBIX ManueHToB. [lo mMeronmwMces AaHHBIM, Ha (OHE
NPUMEHEHHUs IIpenapara MOTYT MOSBISATbCA TOLIHOTA, PBOTA, JUapesi, METEOpH3M, 3arop,
JTUCIIENTUYECKUE SBJICHUS, 00Jb B KMBOTE, MEJEHA, KpOBaBas PBOTA, S3BEHHBI CTOMATHT,
oboctpenue komuta u 6osie3an Kpona. Pexxe Habmomaetcst ractput. Takxke UMEIOTCS COOOIIESHUS
00 oTeKax, apTepuaIbHON TUIIEPTOHUHU U CEPAeYHON HemocTaTouHOCTH Ha (hoHe seuenus HIIBII.
Kak u npu npumenenuun npyrux HIIBII, BO3MOXHO pa3BUTHE CIIEIYIOLIMX HEXKEIAaTeIbHbIX
peaklMil: acenTUYeCKUil MEHMHIUT, Pa3BUBAIOLIMIICA NPEUMYIIECTBEHHO Y MAlMEHTOB C
CUCTEMHOM KpPaCHOM BOJIYAHKON WM APYTMMHU CHUCTEMHBIMH 3a00JIEBaHUSIMU COEAMHUTEIHHON
TKaHU, T€MATOJIOTUYECKHE HapymeHHus (TpOMOOUMTOIIEHUYECKasi MypIlypa, arlacThdeckas U
TeMOJIUTHYECKAs aHEMHH, B PEAKUX CIIy4asX — arpaHyJOLMTO3 U TUIOIJIa3usi KOCTHOTO MO3Ta).
BosmoxkHbl Oyiie3sHble peakiuu, B ToM uucie cuHapoMm CtuBeHca-J[>KOHCOHA M TOKCHYECKUU
AMUJEPMATIBHBIA HEKPOIH3 (OUYEHBb PEKO).

CornacHo pe3yiabTaTaM KIMHUYECKHMX MCCIEAOBAHUNA M SIUIAEMHOJIOTMYECKUM JaHHBIM,
npuMeHeHne HekoTopbix HIIBII, oco6eHHO B BBICOKHX /1033aX U B TEYEHUE JUIUTEIILHOTO BPEMEHH,
MOJKET COIpPOBOXKIATbCsA HEOOJBIIMM YBEIWYEHHEM pHCKAa Pa3BUTHs MAaTOJIOTUH, BBI3BAHHOM
TpoMOO030M apTepuil (Harpumep, HHpapKTa MUOKap/1a WM UHCYJIbTA).

PesroMme HexxenaTeabHbBIX PEAKIIUT

Bo3moxkHbIe HexenaTeNnbHbIE peakluyd MpU MPUMEHEHHH IMpernapaTta MpPUBEIEHBI HUXKE I10
HUCXOJIIEN YacTOTe BOZHUKHOBEHUS: 04eHb yacTo (>1/10), vacto (>1/100, Ho <1/10), HE"acTo
(>1/1000, wO <1/100), penko (=1/10000, wo <1/1000), ouenr penko (<1/10000), gacroTa
HEu3BecTHA (Ha OCHOBAaHWHM MMECIOIIMXCS JAHHBIX OIEHUTh HEBO3MOJXKHO), BKIIIOUAsl OTJ/ICIHHBIC
COOOLIeHHUS.

Hapywenusa co cmoponvl kpoeu u numgpamuueckou cucmemvsl. OYeHb PEIKO — HEUTPOIEHHUS,
TPOMOOLIUTONIEHHUSI.

Hapywenus co cmopoubl UMMYHHOU CcucmeMvl: PEIKO — OTEK TOPTaHU; OYCHb PEAKO —
aHaQUITAKTUYECKHE PEaKIH, BKII0Yast aHa(DUIaKTHIECKUH IIOK.

Hapywenusa memabonuzma u numanus: peaKko — aHOPEKCHsL.

Ilcuxuueckue HapyweHus: He4acTO — OECCOHHMIIA, OLIyIIIeHUE OeCIOKOMCTBA.

HapymeHuﬂ CO CMOpPOHbL Hepenod cucmemsl. HEYACTO — TOJOBHAaA 60.]'[13, COHJIMBOCTbD,

12



COOTBETCTBYET SKCNEPTHOMY OTHETY

ot 07.02.2024 N= 2297

(NOCNEQCBATENEHOCTE 0002)

TOJIOBOKPY)KEHHUE; PEIKO — MapecTe3nu, 00MOpJK.

Hapywenus co cmoponul opeana 3penus: 04€Hb PEIKO — HEYETKOCTD 3PEHHSL.

Hapywenus co cmoponvl opeana ciyxa u 1abupunma: He4acTo — BEPTHTO; OYE€Hb PEIKO — 3BOH B
yIIax.

Hapywenus co cmopoHvl cepOya: HEYacTO — OIIYIIEHHE CepALEOUeHHS; OYECHb PEAKO —
TaXHUKaAPAUAL.

Hapywenusa co cmoponvl cocy0os: HEYacCTO — MPWIMBBI; PEIKO — IMOBBIIICHUE apTEPHATIHLHOTO
JIaBJICHNUS; OYEHb PEJIKO — CHIDKCHHE apTEPHUAIBHOTO JIaBICHHS.

Hapywenusa co cmoponvl 0blXamenpbHOU CUCMeMbl, OP2AHO8 2PYOHOIU KIeMmKU U CPeOOCeHUsL:
penko — OpaAuImHO?; OYEHb PEJIKO — OPOHXOCIIa3M, OJIIIIKA.

JKenyoouno-kuweynvle HapyuwieHus . 4acTo — TOITHOTA W/WIN PBOTA, OOJIb B )KUBOTE, TUCIIETICHS,
JMapesi; HeyacTo — TacTPHT, CyXOCTh BO PTY, 3alop, METEOPU3M; PEAKO — SPO3UBHO-SI3BEHHBIC
nopaxenus JKKT, kpoBoreueHne u3 si3Bbl WM €€ niephopanusi; 04eHb PEIKO — MAaHKPEaTUT.
Hapywenus co cmopoHbl neuenu u s#cenuesbleo0auux nymeil. peko — MOpakeHNUe MEeYEHHU.
Hapywenus co cmopoHbl KOXCU U NOOKOJNCHBIX MKAHel. HeYacTO — KOXKHAs CBIb; PEIKO —
KpalnuBHULIA, YIPEBasi Chllb, MOBBILIEHHOE IIOTOOT/IEJIEHUE; OUeHb PeIKO — CUHIpoM CTuBeHca-
JI>KOHCOHA, TOKCHYECKHH dMUAePMaIbHbIA HEeKpoian3 (cunapoM Jlaiienna), aHrHOHEBPOTHYECKUI
OTEK, OTEK JINIA, peakiust (HOTOCCHCUOMIN3AINH, KOKHBIHA 3Y/I.

Hapywenus co cmopoHbl Mblule4HOU, CKeNemHOl U COeOUHUMeNbHOU MKAHU. PeaKo — 00Ib B
CIIHMHE.

Hapywenus co cmopoHbl nouex u Mou4esbleo0sauux nymeil: peako — MOJINypuUsi, OCTpas MovYeyHas
HEIOCTaTOYHOCTh; OYEHb PEAKO — He(hPHUT WM HEPPOTUIECKHIA CHHIIPOM.

Hapywenus co cmoponbl penpooyKmugHoU CUCMeMbl U MOJOYHbIX dicele3’. PEKO — HapylIeHue
MEHCTPYaJIbHOT'0 LIMKJIa, HapyleHHe (YHKIMU IPeACcTaTeIbHON KeTe3bl.

Obwue Hapywienus u peakyuu 8 mecme 66edenus: He4acTo — YyTOMIIIEMOCTb, acTeHHs, OOJb,
PHUTHIHOCTD MBIIIIL, 00IIee HEJOMOTaHHE; PENIKO — epuPEpUIECKHE OTEKH.

Jlabopamopnvle u uncmpymenmanvhvie OanHble: PEAKO — OTKIOHEHHE OT HOPMBI MOKa3aTelen
«TMEYEHOYHBIX» TPOO.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxxHo co0o0111aTh 0 I0103peBaeMbIX HEXKENATEeIbHBIX PEAKIUAX MOCIIE PETUCTPalMY ITpernapara ¢
HeNbl0  O0ecleyeHus HENpPepbIBHOTO MOHUTOPUHIA COOTHOILIEHHUS «IIOJIb3a — PHUCK»
JICKapCTBEHHOTO Tpernapara. MeTuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIaTh O JOOBIX
MO/I03PEBAEMBIX HEXKENATENbHbIX PEaKIUAX JIEKApCTBEHHOrO Mpernapara 4yepe3 HalluOHaJIbHbIE
CHUCTEMBbl COOOILEHUS O HEXKeJaTeNbHbIX peaKIUsiX TrocydapcTB — ujeHoB EBpasuiickoro

OKOHOMHUYECCKOI'O COrO3a:
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Poccuiickas ®@eoepayus

109012, r. Mocksa, CraBsiHCKasl III0Iaab, 1. 4, ctp. 1

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3npaBooxpanenus (Poc3npaBuamzop)

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

E-mail: pharm@roszdravnadzor.gov.ru

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

4.9. Ilepeno3npoBka

CuMITOMBI

TomHoTta, aHopekcusi, 00db B >XUBOTE, T'OJOBHasg 00Jb, T'OJOBOKPYKEHHUE, I€30pHEHTAIus,
OecCOHHMIIA.

Jleuenue

CumnromaTnueckas Tepamusi, I[pH HEOOXOAUMOCTH — [POMBIBAHHE JKEIYyJKa, MpUeM

AKTUBHUPOBAHHOTI'O YIJISA; rEMOAUATIN3 MaHOB(l)(beKTI/IBeH.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. @apmakoauHAMHUYeCKHe CBOiicTBA

®dapMakoTepaneBTUYECKass TpYINa: MPOTUBOBOCHAIUTENbHBIE M MPOTUBOPEBMATHUYECKUE
npenaparbl; HECTEPOUIHBIE MPOTHUBOBOCTIAIIUTEIbLHBIE U MPOTUBOPEBMATUYECKHUE TPEmaparhl;
MIPOU3BOIHBIEC TPOTTMOHOBON KUCIIOTHI.

Kog ATX: MO1AE17

MexaHHN3M e CTBUS

MexaHu3M AeWcTBUS IEKCKETONpOo(eHa CB3aH C YMEHbUICHUEM CHHTE3a MPOCTArjaHInHOB 32
CUeT MojaBiieHHUs akTUBHOCTU mukiookcurenas (L[OI'-1 u ILIOI'-2). Ilpenapar uHrudbupyer
IIPEBpaLICHNUE apaxUAO0HOBON KUCIOTHI B MKinueckue suaonepokcunsl PGG2 n PGH2, kotopsie
npoayuupytot npocrarnanauasl PGEL, PGE2, PGF2a u PGD2, a takxe npocrauukiud PGI2 u
tpombokcansl (TxA2 u TxB2). Kpome Toro, nHruOupoBanne CUHTE3a MPOCTATJIAHIMHOB MOKET
BJIMSTH HA JPyrue MeAUaToOphbl BOCMAICHUS, TaKue KaKk KWHUHBI, 00ecrieurBasi He TOJIbKO IPSIMOE,
HO U OTIOCPE0OBAHHOE JECHCTBHE.

WNurubupyromee aeicTtBue aekckeronpodeHa B oTHomeHun aktuBHoctu L[OI-1 u L[OI'-2
MPOJIEMOHCTPUPOBAHO Y TAOOPATOPHBIX KUBOTHBIX U Y JIOJEH.

dapmakoanaamuueckne YO HeKTol

JlexcketonpodeHa TpoMeTaMoll, TPOMETAMUHOBAsI COJIb MPOIMMOHOBOM KHUCIOTHI, OTHOCUTCS K
HIIBII.

O6namaer 06€300JMBAIOIITIM, TIPOTHBOBOCIIATTUTEIHFHBIM U KAPOTIOHMIKAIOIIUM JIEHCTBUEM.
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Kinuanueckas 2¢dekTUBHOCTE U 0€301aCHOCTh

Knuanyeckne wucciaeqoBaHUs Ha Pa3IMYHBIX KIMHUYECKUX MOJENsAX OO0NM IMoKa3aid, 4TO
JIeKcKeTonpodeHa TpoMeTaMoll 00JaaeT BBIPAKEHHON aHAIBreTHYeCKOW aKTHBHOCTHIO. [lo
JaHHBIM HCcliefloBaHUN oOe30onuBaomuil 3gdext Hacrymaer uepe3 30 MHH MoOcie Mpuema
npemnapara, NpoJoJKUTEIbHOCTh 00€300JIMBaOIIEro AeMCTBUS cocTaBisAeT 4—6 .

5.2. apMaKOKMHeTHYECKHE CBOIICTBA

AOGcopouus

Bpewms noctmkenus makcuManbHoU KOHIEHTpauu (TCmax) AekckeTonpodena B miasmMe KpoBu
MOCJI€ OJHOKPATHOTO MPHUEMa BHYTPh pa30BOM 703kl cocTaBisieT B cpeaneM 30 muH (15—-60 muH).
OnHOBpEMEHHBIH IPHEM IHIIHU 3aMeIISeT BcachiBaHUE JeKcKeTorpodeHa. [1nomany nox kpuBon
«xoHueHTpanus-speMs» (AUC) nocie 0JIHOKPaTHOIO W IOBTOPHOTO IMPUEMOB CXOJHBI, YTO
YKa3bIBAaeT Ha OTCYTCTBUE KyMYJISIMH Mpenapara.

Pacupenenenue

st nexckeronpodeHa XapakTepHa BBICOKAs CTEIICHb CBS3BIBAHHS C OCIIKAMH ILIA3Mbl KPOBU
(99 %). Cpennee 3HaueHue obbema pacrpenesnenus (Vq) cocrapisger meHee 0,25 J/Kr, mepuos
HOJTypacrpeesieHus: CocTaBiseT 0koio 0,35 4.

BI/IOTDaHCd)ODMaHI/IH

OCHOBHBIM ITyTEM MeTa0oIM3Ma JIEKCKeTONpo(deHa SBISETCS €ro KOHBIOTAINS C TIIFOKYPOHOBOM
KHCJIOTOM C MOCJIEAYIONIUM BBIBEICHHEM MTOYKAMH.

OIMMUHALNUA

[Tepuon nmonyBeiBeaenus (T1/2) Aexckeronpodena cocrapnseT 1,65 .

JInia moKuJioro Bo3pacra

VYV nui moXwuioro Bo3pacta HaONIOAaeTcsl YAJIMHEHHE Iepuoja TMOMyBbIBeNeHUus 10 48 % u

CHIDKEHHME O0IIero KIMpeHca mpernapara.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOTraTeIbHbIX BElIECTB

S npo tabieTku

Llemmtono3a mukpokpuctaumaeckas (101)
Kpaxman Kkykypy3HbIi

Kpaxman KkyKypy3HblIii IpeKeTaTHHU3UPOBAHHBIN
['unponosza (ruApOKCUITPOIMIILIEIUTION03a)
Marnus creapat

O0oJ104yKa TabJIETKH

Cyxast cMech sl TIJICHOYHOTO TIOKPBITHS, COJEpKamias THIPOMEIUIO3Yy, TUTAaHA JAHOKCHI,
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MaKpOTOJI WJIH THIIPOMEII03a (OKCUITPOTTUIMET muenn}égé_éé;)j%'m '-ﬁ%‘?ﬁa&ﬂ&&%ooo

(momusTunenraukoas 6000, monusTuiienokcux 6000)
6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)

3 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU
XpaHuTh 1pu Temnepatype He Baiie 25 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YNIAKOBKH

ITpu nmpousBoactie jgekapcreeHHoro npemnapara Ha Q00 «Bendapmy, Poccus

ITo 10, 24, 30 TabneTOK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY M3 IUIEHKH IMOJIMBUHUIXJIOPUIHON U
(boabru aIFOMUHUEBOHN MEYaTHOM JaKUPOBaHHOM.

ITo 10, 20, 30, 40, 50, 60 TabneTok B OaHKY MOJIUMEPHYIO U3 TOJUMPONIICHA WIH MOJIUITUIICHA,
YKYIOPEHHYIO HaTATMBAEMOW WJIM HaBUHYMBACMOW KPBILIIKOM MOJMMEPHOU ULl JIEKAPCTBEHHBIX
CPEICTB M3 MOJUIPONWIEHA WM TMOJUAITUIEHA C KOHTPOJIEM IIE€PBOrO BCKPBITHS WM 0e3
KOHTPOJIS, C YIUIOTHSIOILIMM 3JIEMEHTOM WK O€3 Hero.

[Ipu oTcyTCTBUM YIUIOTHUTENS NMPOOKM CBOOOAHOE NMPOCTPAHCTBO B OaHKE 3aloJIHAIOT BaTOM
MEJIUIIMHCKON THTPOCKOIMMYECKON UITM aMOPTU3aTOPOM.

Ha 6anky HakJIeuBaIOT ATUKETKY CAMOKJIESIIYIOCS.

Kaxnyro 6anky, 1, 2, 3,4, 5, 6 KOHTYpHBIX SUYEHKOBBIX YIIAKOBOK C MHCTPYKIIMEH [0 MPUMEHEHUIO
MOMEIIAIOT B IAUYKy U3 KapTOHA.

ITpu opousBocTBe JekapcreeHHoro npemnapara Ha OO0 «Bendhapm-My, Poccus

ITo 10, 24, 30 TabneToOK B KOHTYPHYIO SSYEHKOBYIO YIAKOBKY M3 IUIEHKH IMOJIMBUHWIXJIOPUIHON U
(boabru aFOMUHUEBOH MEYaTHOM JaKUPOBAHHOM.

1,2,3,4,5, 6 KOHTYpPHBIX STYEUKOBBIX YIAKOBOK C MHCTPYKLIHEH MO MPUMEHEHUIO TOMEIIAIOT B
MayKy U3 KapTOHA.

6.6. Oco6ble Mepbl NPEIOCTOPONKHOCTH TNPH YHUUYTOKEHHH MCIOJb30BAHHOIO
JICKApCTBEHHOI0 Npenapara WJIM  OTX0A0B, TMOJYYEHHBIX IOCIe NPHMEHEHHUs
JICKApPCTBEHHOI'0 Npenapara u Apyrue MaHUIYJISIUM C PenapaToM

OcoOble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHMOHHOI'O YIOCTOBEPEHUSA
Poccniickas @enepanvs
OOIIeCTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTRIO «Bentpaiiay (OO0 «BenTpaiiny)

115172, r. Mocksa, yia. Hapoanas, 1. 14, ctp. 3, 1. 3, mom. I, kom.3.
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Ten: +7 (495) 228-06-96 (NOCNEOQBATENEHOCT 0002)

7.1. Hpe)l(:TaBI/ITe.TIL AepikaTeist PErMCTPaAlMOHHOI0 YyI10CTOBEPECHUS

IIperen3un HOTDC6I/ITGJICI71 HaIpasJIATh 110 aApPECy.

Poccuiickas @enepanus

OO011ecTBO ¢ OrpaHMYEHHON OTBETCTBEHHOCTHIO «Bendapm» (OO0 «Bemndapmy»)
640008, Kypranckas o6u1., T. Kypran, npocriekt Koncturytuu, a. 11

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

E-mail: fsk@velpharm.ru

8. HOMEP PET'UCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA NMEPBUYHOM PEITMCTPALIMUA (IIOJATBEPXJIEHHSI PETMCTPAIIUU,
INEPEPETUCTPALIMN)

Jlara nepBoii peructpanuu:

10. JATA IIEPECMOTPA TEKCTA

Obmas xapaxktepuctuka JekapctBeHHoro mnpenapara JEKCKETOIIPO®EH BEJI®APM
JOCTyIIHA Ha MH(QOpMAIMOHHOM moprane EBpa3uiickoro 3KOHOMMYECKOIO COI03a B

uH(pOpMAIIMOHHO-KOMMYHUKaIMOHHOM ceTn «HTepHEeT https://eec.eaeunion.org/.
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