COOTBETCTBYET 3KCINEFTHOMY OTHETY

ot 21.11.2025 N2 23007

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAUMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA
Anunynapyurua-AJIBUJIC, 100 wmr, nuodunm3ar Ui HPUTOTOBICHHUS KOHIIGHTpaTa JUIs

MPUTOTOBJICHUS PAaCTBOpA ISt HHY3HUH.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBII COCTAB

JeiicTBytollee BEIecTBO: aHuayladyHTUH.

Kaxnapiii ¢pmaxon comepxut 100 mr anuaymnadyHrusa.

BcnomorarennsHblie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUUTBIBATH B COCTABEC JICKAPCTBCHHOI'O

npemnapara: ppykrosa, HaTpui (cM. paznen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEILIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
JIno¢unusar A7 IPUTOTOBJICHUS KOHIIEHTPATA ISl IPUTOTOBJICHUS PACTBOPA Il HHPY3HUH.

JInopunmsupoBaHHas Macca OeIoro WK MOYTH OENIoro 1BETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat Anunynapynrua-AJIBIJIC noka3aH Kk IpUMEHEHHIO Y B3pOCIbIX U JIETeH B Bo3pacTe
ot 1 mecsua no0 18 et npu UHBa3UBHOM KaH/AM03€, BKJIIOYAsl KaHIUJEMHUIO.

[Tpenapatr Anuaynapyurus-AJIBUJIC noka3zaH kK NPUMEHEHHMIO y B3pPOCIHBIX NHpPU KaHIUI03€

MMUIIEBOIA.

4.2. PexxuMm 103MpOBaHNs U CNIOCO0 NPUMEHEHUS

Jlo Hagaya TepanmuM ClENyeT TOJYYUTh MaTepuan I TMOoceBa M JPYTHX JabopaTOpHBIX
MCCIIEIOBaHMH (BKIIIOYAsi THCTOJOTUYECKOE UCCIEIOBAHNE) /TSl BBIICIICHUS] U UASHTU(DHUKAITNN
BO30yauTelns 3a0oneBanus. JleueHre MOKHO HadaTh 0 TMOTYyYEHHUS Pe3yIbTaTOB JIA0OPATOPHBIX
uccienoBannii. OHAKO TOCIE TONYyYEHUS ITUX PE3yIbTATOB HEOOXOIMMO CKOPPEKTHPOBATH
MIPOTUBOTPUOKOBYIO TEPAIIHUIO.

PexuMm no3upoBanus
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(NOCNEQCBATENEHOCTE 0003)

B3pocibie

Hnsazusuwiil kanouoos, 8KI0YAsL KAHOUOEMUIO

B nepseie cytku npenapar Auunynadynarua-AJIBUIIC BBoasT ogHokpatHo B 1o3e 200 mr, nanee
B 03¢ 100 mr/cyt. IIpoomKUTeIbHOCTD JIC€YSHUS 3aBUCHT OT KJIMHUYECKOTO OTBETA MAllMCHTA.
[IpoTuBOrpMOKOBYIO TEpamuio CIeayeT MPOAODKaTh He MeHee 14 mHel mocie MCYe3HOBEHUS
CHUMIITOMOB UH(EKINH U 3paJuKalul BO3OYIUTEIS.

Kanouoos nuwesooa

B niepBrie cytku npenapatr Aunaynadyarua-AJIBUJIC BBoasat onnokpatHo B go3e 100 mr, ganee
B J103¢ 50 Mr/cyt. IIpo1oKUTENBHOCTD JIEYEHUS 3aBUCUT OT KIMHUYECKOT0 OTBETA MAleHTa U
COCTaBIIsIeT HE MeHee 14 JqHel, u He MeHee 7 THEH Mociie MCUe3HOBEHHUS CHMITOMOB MH(EKITUH.
[lpu pucke penmauBa KaHAWAO03a MUIIeBona y mnamueHtoB ¢ BUY-undekuwmeit crnemyer
OIpeNieIUTh HeOOXOAUMOCTh MPOTUBOPELIMIUBHON MPOTHUBOIPUOKOBOI Tepamuu Iociie Kypca

JICUCHUA aHI/II[ynaCb}IHFI/IHOM.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmoi ¢ napywienuem yHKyuu neveHu

VY NanueHToB ¢ JIETKOM, CpeHeN U TSDKEIOH CTENEHbI0 MeYeHOYHOM He10CTaTOYHOCTH (KJ1acchl
A, B u C no knaccudukanuu Yaitna-ITei0) xoppekuus mo3el mpenapara AHHTy’TaQyHTHH-
AJIBUJIC ne tpedyercs.

Tayuenmoi ¢ napywenuem hynkyuu novex

Y namueHToB C 00O CTENEeHbI0 TMOYEYHOM HEAOCTaTOYHOCTH, BKJIOYas MAIlMEHTOB,
MOJIyYalolMX TeMOAualu3, Koppekuus 103bl npernapata AnugynapyHruH-AJIBUJIC we
TpeOyercs. [IpenapaT MOXeT NPUMEHATHCS HE3ABUCUMO OT BPEMEHU MPOBEACHUS TeMOINAIN3a.
Hpyaue ocobwvie ecpynnvl nayuenmos

Y B3pOCIBIX MALIMEHTOB B 3aBUCUMOCTH OT MX BO3DPAaCTa, 110J1a, BECA, PACOBOM NPUHAIEKHOCTH U
Hamuuuss BUY-undexkunn xoppekuus n03bl npemnapata  AnugynagyHruH-AJIBUJIC e

TpeOyercs.

Jletu B Bo3pacte oT 1 Mecsama no 18 jet

Hemu (om 1 mecsaya u cmapuie)

HUneaszusuolil Kanouoo3s, eKio4as KAHOUOeMuio

B nepBrie cytku npenapar Auunynagynrua-AJIBUIIC BBoasT ogHokpatHO B Ao3e 3,0 Mr/kr (He
npesbias  go3y 200 mr), mamee B go3e 1,5 wmr/kr/cyr (He mpeBbimas po3y 100 wr).
[TpoaomKUTENTEHOCTD MPOTUBOTPUOKOBOM TEpaIriuu OOBIYHO COCTABIIAET HE MeHee 14 aHeil mocie

MOCJIEIHEr0 OTPULATENILHOIO pe3yibTaTa IoceBa (ONpenensercss Kak BTOPOM U3 JIBYX
2
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MOCJICIOBATEIBLHBIX MOCEBOB C OTPHIIATEIIHHBI DGSVJ'EQQ'ITE)IJE%EFIIEE%J{II—'HIH”IG%B&HI'(I)‘I:/II HE

MeHee 4eM 24 4aca, IOCJ€ IOCJIEIHEro IOJIOKUTEIbHOIO II0CEBAa) U I0CJIE HMCUYE3HOBEHUS
KJIIMHUYECKUX MPU3HAKOB W CUMIITOMOB HMHBA3UBHOTO KaHAMI03a, BKIIOYAs KaHAUIEMHIO.
[lepexon Ha mepopalibHBIM MpuUeM OPOTUBOTPHUOKOBOrO IpermapaTa BO3MOXKEH IOcie
BHYTPHBEHHOH Tepanuu aHUAyTaQyHTHHOM B TeUeHHE KaKk MUHUMYM 10 qHEH.

DddexTuBHOCTH U 6€30MaCHOCTh aHUya() YHTMHA HE YCTAHOBJICHA Y HOBOPOXK/ICHHBIX JICTCH B
Bo3pacte ot 0 10 1 mecsina (cm. pazzaen 4.4).

[To nmokazanuto «/HBa3WBHBIN KaHIUA03, BKIIOYAs KaHAUJAEMUIO» mpenapat AHUAYIa(yHTHH-
AJIBUJIC y nereit B Bo3pacte ot 0 10 1 Mecsilia He MpUMEHSETCS.

[To mokazanuto «Kanmumos mnuiieBoga» mnpenapaT Aunuaynapynrua-AJIBUJIC y npereit B

Bo3pacte oT 0 1o 18 ner He npuMeHsieTcs.

Cnoco6 IIPUMCHCHUA

[Tpenapat Annnynadynarun-AJIBUJIC BBogsaT BHyTpuBeHHO. CKOPOCTh MH(Y3UH He J0JIKHA
npeBbiiaTh 1,1 Mr/MuH, 4To 3kBUBaJIeHTHO 1,4 Mia/MuH win 84 mu/yac 1 103UPOBKHU
100 mr.

MunnmanbeHas IpoJoKUTEIbHOCTh UHGY3UH — 90 MUH.

NHCTpyKIMKM 1O MPUTOTOBJICHUIO JIEKAPCTBEHHOTO IperapaTa Ieped NMPUMEHEHHEM CM. B

paznene 6.6.

4.3. IlpoTuBONOKAa3aHUS
['MnepuyBCTBUTENBHOCTh K aHUAYJIAaQyHTUHY WU K JIIOOOMY M3 BCIIOMOTATEJIbHBIX BEILECTB,
NIEPEYUCIICHHBIX B pazzene 6.1.

FI/IHep‘IyBCTBI/ITeHBHOCTB K JApyruMm 1QpernaparaM KjacCa 3SXHWHOKAHIWHOB (Haan/IMep,

Kaco(yHTHHY).

4.4. OcoOble ykazaHusl M1 Mepbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

JlaHHbIe 0 MPUMEHEHUH aHUTyJaQyHTMHA Y TAllUEHTOB C HEUTPOINIEHUEH OrpaHUYCHBI.
Ces3annble ¢ uHOpy3ueil mnpenapata AnuaynadyHruH-AJIBUJIC HexenaTenbHble SBICHHS
BO3HHUKAIOT PEXeE, €CIIU CKOPOCTh UHGY3UH HE MpeBbiIaet 1,1 Mr/MuH.

[Ipu pa3BuTHM JMIOOBIX aHA(QUIAKTUYECKUX PpEeaKLUMid, CIeAyeT MpeKpaTUTh Teparuio

aHI/IILYJ'Ia(I)YHTI/IHOM 1 Ha3HAYUTHb COOTBCTCTBYIOIICC JICUHCHUC.

[TarmmeHTsl ¢ HACIEACTBEHHONU HEMEPEHOCUMOCTHIO (DPYKTO3EI
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CMEPTHOMY OTUYETY

Anunynapyurua-AJIBUJIC, 3a uckitoueHneM ciiyyaeB KpaitHei He00X0AUMOCTH.

Jo naszHauenus mnpenapata AnuaynadgyHruH-AJIBUJIC HeoOXoaumo y KaXAOro MHaIlueHTa
coOparh MOAPOOHBI aHAMHE3 OTHOCHTEIBHO CHMIITOMOB HAClEJACTBEHHON HENEPEeHOCHMOCTH
(GPYKTO3BI.

HacnencrtBenHast HEnmepeHOCUMOCTh (PYKTO3BI €IIe MOXKET OBITh HE JHAarHOCTUPOBAHA Y
MJIQJIEHLIEB U JIeTell B Bo3pacTe Miajuie 2 jeT. JlekapcTBEHHbIE ITpenapaThl 111 BHYTPUBEHHOTO
BBEJICHUS, cojaepkalue (pyKTo3y, MOTYT OBITh OMACHBIMHM JUIS JKM3HH MAlMEHTOB 3TOMN
KaTeropuy, U UX HE CJeAyeT MPUMEHSThH 332 UCKIIOYEHHEM CIy4aeB, KOTJa CYIIECTBYET OcTpas

KIMHHUYCCKas HGO6XOI[I/IMOCTB, WK OTCYTCTBYIOT aJIbTCPHATHBHBIC MCTObI JICUCHU .

JlericTBME Ha II€YCHb

JlaboparopHble TpHU3HAKKW HApylIeHUS (QYHKIUU TEeYeHU HaONIoJanu y 3J0pPOBBIX JHUI[ U
MAIUEHTOB, MPUMEHSIBIINX aHUAYJaQyHTHH. 3HAYUTEIbHBIC HAPYIICHUS (QYHKIHH TICYCHU
abmoany y IMAlUMEHTOB C CEpbE3HBIMU 3a00JIEBaHMSIMM, IOJIYYaBLUIMMH Hapsay C
aHUAYNaQyYHTHHOM COINYTCTBYIOLIYIO TEpamuio APYTMMH TpernapatamMu. bbuid  OmHCaHbI
OTJICIbHBIC CITy4YaH TSKEJION MeYEeHOYHOUW HEeIOCTaTOYHOCTH, TeMaTUT Uil 000CTpeHuEe TeueHus
[IEYEHOYHON HEJ0CTaTOYHOCTH, OJHAKO CBSI3b ATUX HApYyIIEHUH C IpUEMOM aHUyJadyHTMHA HE
ycraHoBjeHa. [lalMeHThl, y KOTOPBIX pPAa3BWJIACh I€YEHOYHAs HEJAOCTAaTOYHOCTh B IEPUOJ
Tepanuu aHUAYyIa(QyHTHHOM, JTOJDKHBI HAXOJUTHCS MO TIIATEILHBIM KOHTPOJIEM, U PEIIeHHE O
MPOJOHKEHUN Tepanuu aHuIyIadyHTHHOM JOJDKHO MPUMEHSTHCS MOCE OIEHKH COOTHOIICHUS

PHUCK-TI0JIB3A.

€TH
He pexomenayercs nmpuMeHeHHME aHHMyJaQyHIMHAa y HOBOPOXXIEHHBIX (10 1 Mecsama). Ilpu
OPUMEHEHUN Y HOBOPOXJIEHHBIX HEOO0XOAMMO YYWUTHIBaTh JICUEHUE PACIHPOCTPAHEHHOTO
KaHJIuA03a, B TOM uucie neHtpanbHoil HepBHOW cuctemsl (LIHC). JloknuHudeckue Mopaenu
UHQEKIMH TTOKa3bIBAIOT, YTO JUIs JOCTHXKEHHSI a/IeKBaTHOTO MPOHUKHOBEeHU npenapara B [LIHC
HEo0XouMBbl OoJiee BBICOKHE 03Bl aHUAYNAaQyHTHHA, YTO TMPUBOJIUT K BO3JIEHCTBHIO Oolee
BBICOKHMX 1103 mosimcopbara 80, KOTOpPBIN SBISETCS BCIIOMOTaTelbHBIM BEIIECTBOM B COCTaBe
npenapata. Kak coolmiaercs B JUTEpAaTypHbIX HCTOYHHKAX, BBICOKHE /03Bl IMOIMCOPOATOB

CBsA3aHbI C pPa3BUTHEM TOTCHIUAJIBHO OITACHOM 7151 )KU3HH TOKCUYHOCTH Y HOBOPOXKJACHHBIX.

BcnoMorarensHble BEIECTBA
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Jaunsbrii npemapat coaepxkut meHee 1 Mmons (23 Mmr) Hd%E%Mﬁ%%W(' 56_-:20b'1<51r| , TO

€CTb, I10 CYTH, HE COJICPIKUT HATPUSI.
Hannsiii npenapat coaepxut 0,122 v ¢ppykro3sr Ha 103y (100 Mr), 4T0 HEOOXOAUMO YUUTHIBATH
NalMeHTaM C CaxapHbIM JHa0eToM, Takke cM. mozpasnen «llanmueHTsl ¢ HacleJICTBEHHON

HENEPEHOCHUMOCTBIO (PPYKTO3BI» BBIIIIE.

4.5. B3amMmopeiicTBHMe ¢ IPYTHMH JIEKAPCTBEHHBIMHM MpenapartaMH M JApyrue BHIbI
B3aNMOJAEHCTBUSA

JIoKJIMHUYEeCKHEe UCTIBITaHus iN VItro u in Vivo, a Takke KIMHUYECKUE HCCIICTOBAHUS [TOKa3alH,
4TO aHHUIYJaQyHTMH HE SABISETCA KIWHUYECKA BAXHBIM CyOCTpaToM, HHIYKTOPOM WU
uHTHOUTOpOoM  M30depmMeHToB  muToxpoma  P450.  HccrmemoBanme — J€KapCTBEHHBIX
B3aUMO/JICHCTBUI MPOBOAMIIN TOJIBKO Y B3POCIIbIX NALIUEHTOB. AHUAYNAa()yHTMH JEMOHCTPUPOBAI
HE3HAUUTENIbHYI0 BEIMYMHY ModeyHoro kiupenca (< 1 %). Ilpu koMOMHMpOBaHHOW Tepanuu
BEPOATHOCTb B3aUMOJICHCTBUS C IPYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAMU MUHUMAJIbHA.
HccnenoBanus in VIitro mokasainu, 4To aHUAYJIAPYHTUH HE METa0OIM3UPYETCS IUTOXPOMOM Pasg
YeJOBEKa WJIM H30JUPOBAaHHBIMM TENaTOLUTAMM YeJIOBeKa, W YTO B KIMHUYECKH 3HAYMMBbIX
KOHIIGHTPAaUUsAX  aHUAYTaQyHTMH  TOJBKO  HE3HAUYUTEJbHO  MHTUOMPYET  aKTUBHOCTh
n3o(hepMeHTOB ITUTOXpOoMOM Pasp wenmoeka (CYP1A2, CYP2B6, CYP2C8, CYP2C9, CYP2C19,
CYP2D6, CYP3A).

IIpu COBMECTHOM NIPHUMEHEHHUH C aHI/IHVJIad)VHFI/IHOM HC Ha6moz[anocs HUKAKHUX KIMHHYCCKH

3HAYUMBbIX JCKAPCTBCHHBIX B3aI/IMOI[€I\/'ICTBI/II\/'I CO CIacAVIOMUMH JICKAPCTBEHHBIMHU CPEACTBAMMU.

Luxnocnopun (cyocmpam uzoghepmenma yumoxpoma CYP3A4)

[Ipu BBemeHun anuaynadyHruHa 370pOBBIM JjgoOpoBosmbliaM B goze 100 mr/cyr mocne
Hachlnaronei 1031 200 Mr/cyr wiM B KOMOMHAIMM € IMKJIOCIIOPMHOM B jo3e 1,25 wmr/kr
nepopasbHO 2 pa3a B CYTKH, LMKJIOCHOPUH JIMIIb HE3HAYUTEIHHO BIMSJI Ha MaKCHUMAallbHbIE
paBHOBecHbIe KoHIeHTpanuu (Cmax) aHuaynadyHruHa, OJHAKO TOKa3aTeNb IUIOMIANA O/
(bapMakOKMHETHYECKON KpuBOMl «koHUeHTpanus-Bpems» (AUC) npu 3Tom Bozpactan Ha 22 %.
Hccnenosanue in Vitro nmokasano, 4To aHUAyIaQYHTUH HE BIUSET Ha METa00JIM3M UKIOCIIOPHHA.
HabmroaBimecs HexenarelbHbIE SIBICHUS COBIAIAIH C ONMMCAHHBIMU B IPYTUX UCCIIETOBAHUSIX,
rje u3yyaiucs TOJbKO aHuAynayHrud. I[Ipu coBMECTHOM NpPUMEHEHUH HU JUIsl OJHOTO U3
IpenapaToB KOPPEKIUH 036l HE TpeOyeTCs.

Bopukonason (uneubumop u cybocmpam uzoghepmenmos yumoxpoma CYP2CI19, CYP2CY,
CYP3A4)
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B uccnenoBanuu 17 310poBBIX JOOPOBOJIBIICB nonwa%'%ﬂH%Fﬁg I%Hz'r—d)%e;l_ '_1'0})': Il—\l/lglg“.l/CVT

nocie Hacelmarouieil 10361 200 Mr; Toapko BopukoHa3on 200 Mr 2 pas3a B CyTKM IEpOpajibHO
nocine Haceimaromeil 1o3el 400 Mr 2 pasa B nepBble CyTKM; 3aTeM oOa mpenapata. Ilpu stom
paBHOBecHble Cmax W AUC 1npu COBMECTHOM NPUMEHEHUMH NIpenapaToB HU3MEHSIINCh
He3HauuTeNnbHO. [Ipyu coBMeCTHOM IpUMEHEHUHU He TPeOyeTCsl KOPPEKIHs J03bl HU JJISl OJHOTO U3
IIpenapaToB.

Taxponumyc (cyocmpam uzoghepmenma yumoxpoma CYP3A4)

B uccnenoBanuu 35 310pOBBIX JOOPOBOJIBLIEB TPUMEHSIIN TAKPOIUMYC OJJHOKPATHO IMEPOPATHHO
B JI03€ 5 MT, 3aTeM mnonydanu anuayiaadyarud B 1o3ze 100 mr/cyt nmocne ynapHout 10361 200 mr;
3areM - oba mpenapara. PaBHoBecHbie Cmax u AUC anugynadyHruHa M TakpoJIuMyca IpH
COBMECTHOM TPUMEHEHHM IIPENnapaToB U3MEHSJIUCh He3HauuTenbHo. Ilpu coBmecTHOM
MPUMEHEHUU He TpeOYeTCsl KOPPEKIUS A03bI HU JUISl OHOTO U3 MPErapaToB.

Jlunocomanvhwiii amgpomepuyur B

DapMaKOKHHETUKY aHUAYTaQyHIMHA U3ydann y 27 MalyueHTOB, MOTYYaBIINX aHUAYIa(QyHTHH B
no3e 100 Mr/cyr, KOTOpBIM TakKe BBOJWIN JHUIOCOMAIBbHBIN amporepunivd B B mo03e 10
5 mr/kr/cyt. [lonynsuuoHHbIl (hapMaKOKUHETHUECKUN aHaIN3 MOKa3ajl, YTO KOMOMHHPOBAHHBIN
IpUeM JIMIocoManbHOro amdorepunHa B He3HaunTenbHO BT Ha (apMaKOKHHETHUKY
anunynadynruaa. Koppekuus 10361 anuaynagyHruHa He TpeOyercs.

Pupamnuyun (mownotit unoykmop yumoxpoma Paso)

DapMaKOKMHETUKY aHUAYTaQyHTUHA U3ydainn y 27 MalrueHTOB, MOTy4YaBIINX aHuIylaQyHTHH B
no3e 50 mr/cyT unu 75 Mr/cyT, KOTOpBIM TakXe BBOAWIU pudammuiuH B 103e 10 600 Mr/cyr.
KoMOuHMpOBaHHBI MpHEM pHPAMIHWIMHA HE3HAYUTEIBHO BIMSI Ha (DapMaKOKWHETUKY

anuaynadynruaa. Koppekuus 103sl anuaynayHriusa He TpeOyercs.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD H JAKTALUS

bepeMeHHOCTB

B OKCIICPUMCHTAJIBHBIX HCCICAOBAHUAX PCHIPOAYKTUBHASA TOKCHYHOCTH aHI/II[y.]'Ia(l)YHFI/IHa HE
BbIAB/ICHA. BO3MOXHBIH pUCK JJIs1 4YeloBeKa HEU3BECTeH. JIaHHBIX KOHTPOJIHPYEMBIX
UCCIIEIOBAaHUN O MPUMEHEHUH aHUTyJapyHIMHA Y OEpEMEHHBIX JKEHIIMH HeT.

[TosTomMy Tipu GepemMeHHOCTH aHUAYTAQYHTUH CIEAyeT MPUMEHSTh, TOJBKO €CIIA OXHUjaemas

IoJib3a AJIsd MaTepu AIBHO IIPEBOCXOANUT HOTeHHHaHLHBIﬁ PHUCK IAJId TU1044.

JlakTanus

Ha OKCIICPUMCHTAJIIBHBIX MOACJAX IMOKAa3aHO, 4YTO aHI/IJIy.]'Ia(byHFI/IH BBIICITACTCA C MOJIOKOM.

HeusBectHo, BblmensieTcst au aHUAYJIaQYHTMH C TPYIHBIM MOJIOKOM Yy EHIIMH. PemeHue o
6
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MIPOIOJDKCHUH/TIPEKPAIICHUH Tepanuy aHUIys1a yHrHHdi@ 'Eh%;}'\?e; 'E%J&Qﬁ%%@ﬁﬁﬁbﬂwm

IPYIHOTO BCKapMIIMBaHU /Uil peOCHKA U TIOJIb3bI TEPAMK aHUTyIaQyYHTHHOM I MaTepu.

4.7. BausiHue HAa CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHU3MaMHu

JlaHHBIX O BIMSIHUM aHUTyJadyHTHHA HA CIIOCOOHOCTh YIPABISATh TPAHCTIOPTHBIMU CPEICTBAMU
¥ paboTaTh ¢ MEXaHU3MaMH HET. B CBSI3M ¢ OMACHOCTHIO PA3BUTHS HEBPOJIOTHYESCKUX HAPYIICHUN
(rOJIOBOKpY)KEHHE, CYOOpOTH, HapylIeHWe 3pUTENbHOTO BOCHPUATHS) AHUIyIadyHTUH-
AJIBUWIC cnenyer ¢ OCTOPOKHOCTHIO Ha3HAuyaTh JMIAM, YOPAaBIAIOIIMM TPaHCIOPTOM U
3aHUMAIOIIUMCS BUIAMH JACSITEIbHOCTH, TPEOYIOIIMMHE MOBBIICHHONW KOHIICHTPAIIMA BHUMAHUS U

OBICTPOM JABUraTEIbHON pPEaKLUU.

4.8. HexxesaTesIbHbIE peaKIIHU

Pesrome HDOd)I/IJDI 0e30IacHOCTH

Ilo maHHBIM KIMHUYECKHUX HCCICAOBAaHMN HEXKEIAaTCIbHBIC SIBJICHUA, Ha6JHOIIaBHH/I€C$I Ha (bOHe
[nmpuema Iperapara aHHﬂyna(bYHFHH, OBUIH CIIA0BIMU WU YMEPCHHBIMU U PEAKO IIPUBOAUIIN K
OTMCHC IIpf€Iiapara. CBs13aHHBIE C HH(bYSHeﬁ Iperapara HCXKCIATCIIbHBIC ABJICHUS BKIINOYAJIA

CBIITb, KPAITUBHHUILY, IIPUIIUBBI», 3y, OJBIIIKY, OPOHXOCIA3M U apTePHATIHHYIO TUIIOTEH3HIO.

Tabanunoe DPE3IOME HEXKENATEIbHBIX PEAKIINI

[TepeuncrnenHble HIKE HEXKEIATeNbHBIC SBICHUS, CBI3aHHbIE C IPUMEHEHHUEM Mpernapara ObLIn
KJIacCU(DUITUPOBAHBI B COOTBETCTBUM C YACTOTOW: oueHb 4acto (>1/10); wacto (> 1/100, HO
< 1/10); mewgacro (> 1/1 000, Ho < 1/100); penko (> 1/10 000, Ho < 1/1 000); oueHb peaKoO

(< 1/10 000); yactoTa Hen3BecTHa (HA OCHOBAHWU MMEIOIIUXCS JAHHBIX HEBO3MOXKHO OIIEHHUTH

JaCTOTY pa3BUTHUA HEXellaTelIbHON peaKHI/II/I).

Yacrora
HeusBecTHa (Ha
OCHOBaHHUU
HMEOIIHXCS
Kuace Ouennb Yacro Heuacro Penxo Ovyenn JAAHHBIX
CHCTEMBI 4acTo (>1/100, 10 | (=1/1000,H0< | (=1/10 000, penxo HEBO3MOKHO
OpPraHoB (=1/10) < 1/10) 1/100) Ho < 1/1 000) (< 1/10 000) OLIEeHUThb
4acToTy
pa3BHuTHS
HesKe1aTeIbHOMH
peakiun)
Wudexunu n OdyHremus,
WHBa3UU KOJIUT,
AcconumnpoBaH-
HBIN c
Clostridium




=
L Lyl

e it

TBETCTBYET SKCINEFTHOMY OTHETY

ot 21.11.2025 N= 2300
s
difficile, MM NTEL L OR TENERUR- |
KaHIUI03,
KaHANA03
poTOBOM
MIOJIOCTH
Hapymenust  co Tpom6oruro- | Tpombonuro3
CTOPOHBI KPOBH TIeHNS,
TuMpaTH4ecKon KOaryJionaTus
CUCTEMBI
Hapymenus  co AHadpwiak-
CTOpPOHBI TUYECKUH  WIOK,
UMMYHHOH aHa(wuIaK-
CHCTEMBI THYECKHE
peaxuu
Hapymenus I'unepka- I'nnepriuke-
MeTabonu3mMa W JTHEMUSL, MU,
MUTaHUS THIIOKa- THIIEepKaJIbIIHe-
JHEeMUs, MU,
THIIOMar- THIIepHaTpHe-
HUEMUS MU
Hapymwenuss  co Cynopory,
CTOPOHBI HEPBHOM TOJIOBHAs
CHCTEMBI 6011b
Hapymenus  co bons B riazax,
CTOPOHBI ~ OpraHa HapyIIeHUs
3peHust 3peHus,
HEUYEeTKOE
3peHune
Hapywenuss  co OuOpUIIIATISL
CTOPOHBI CepaLa TIpeicepaAnH,
CHHYCOBas
ApUTMUS,
KeTyJOUKOBas
9KCTPACUCTO-
nus,  Ojokanma
NpaBOil  HOXKKHU
nyuka ['uca
Hapymwenuss  co «IIpunuBb» Tpom603,
CTOPOHBI COCYZIOB KpPOBH K KOX€ | apTepuajbHas
JUa THIIEPTEH3NS,
OLIYILECHNE
xKapa
Hapymenuss  co Bbpouxocnazm
CTOPOHBl  JbIXa-
TENBHOM  cHUCTe-
MBI, OpraHoB
TPYIHOU KIETKU U
CpenocTeHus
KenynouHno- Huapes, Bonb B BepxHen
KHIICYHBIE MTOBBIIIICHHE 4acTH KHMBOTA,
HapyIIeHAS KOHIIGHTpAaIll | PBOTAa,
u HETIPOHU3BOJIb-
onnpyOuHa, Has JedeKars,
MOBBIILIEHHUE
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a (MOCHEQOGATENBHOC T 0003]
KTUBHOCTH TOIITHOTA, 3a10D,
raMma- XoJecTas
TITyTaMHAIT-
Tpanchepassl,
HIeII0YHON
¢docdarassl,
acraprara-
MHUHOTpaHche-
pasbl, ajaHu-
MHUHOTpaHche-
passl
Hapywenus  co Chimib, 3y1 Kpanusnuna,
CTOPOHBI KOXH W TeHEepaIN30BaH-
TOZKOXKHBIX HBIH 31
TKaHeH
Hapymennss  co Bbosnb B criune
CTOPOHBI
MBIIIICYHOH,
CKEJIETHOU u
COCIMHUTEIBLHON
TKaHH
Oo6mme Bome B MecTe
HapyLeHUs U nHpy3un
peakiuu B MecTe
BBE/ICHHS
JlabopaTopHbie U CHmwkeHue CHmkeHue
MHCTPYMEHTAJIb- qucna KOHLICHTPALNH
HbBIC JaHHBIC TpOMOOIIUTOB, | MarHWsA M KaJHs
TIOBBIIIICHHUE B CBIBOPOTKE
KOHILICHTPAIl | KPOBH, ITOBBIIIE-
1 KpeaTHMHHHA | HUE KOJIMYECTBa
B CBIBOPOTKE | TPOMOOIIUTOB,
KpOBH, HOBBIIICHHE
yIJIMHEHUE KOHICHTpAINN
uaTepBana QT | MoueBHHEI B
Ha OKT’ CBIBOPOTKE
KpOBH, TIOBBIIIIE-
HHUE aKTHBHOCTH
aMMIIa3bl, JIUMA-
36l B CBIBOPOTKE
KpPOBH, H3MEHe-
Hus Ha OKT

Onucanye OTACIbHEIX HeXKENIaTSAbHBIX PeaKIIUN

B oryere mo OezomacHOCTH Ha OCHOBE MOJHOrO KinHUYeckoro uccinemoBanus (I u III da3za,
669 mareHToB) OMUCaHBI CISAYIONTNE HeXKeIaTeIbHbIC IBJICHHUS (BCe U3 HUX HevacThie, > 1/1000,
< 1/100): HeWTpomeHHs, JICUKONEHUS, aHEMHUS, THUIECPYPUKEMUS, THUIOKAIBIIMEMUS,
TUTNIOHATPUEMHUSI, TUITOAILOyMUHEeMUs1, runiogocdaremusi, BO3OyKIeHUE, ASTUPHIA, CITyTaHHOCTh
CO3HAaHUsA, CIYXOBBbIE€ TaJUIOLMHALMM, TOJOBOKPYXKEHUE, [MAPECTE3Usl, JIEMHUEITUHU3ALNSI
LHEHTPAJIbHBIX OTJEJIOB BapoJjiMeBa MOCTa, M3MEHEHHUE BKyca, cuHIpoM ['miiena-bappe, Tpemop,

PacCTpOMCTBO 3PUTEIBHOTO BOCIPHUATHS, TIyXO0Ta Ha OIHO yXO, (GIeOUT, MOBEPXHOCTHBIN
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TpOMOO(IICOUT, apTepHaibHas THUIIOTCH3HS, Md)aqu _z;nllﬁ%ﬁﬁ‘]_g&'é B 'Bo"blits;-ﬁsBa

MUIIEBOA, HEKPO3 IIEYECHHU, aHTMOHEBPOTUYECKUNA OTEK, TMIIEPrUApO3, MUAIIUSA, MOHOAPTPHT,
NOoYeyHasi HeIOCTATOUYHOCTh, FeMaTypHsi, THIIEPTEPMHESL, 03HOO, Tepru(epruIecKrue OTeKH, Peakus
B MeCT€ BBEJCHHS, MOBBIIICHHE AKTUBHOCTH KpeaTHH(GOCPOKHHA3bl B CHIBOPOTKE KpPOBH,
IIOBBILICHUE AKTUBHOCTU JIAKTAaTACTUAPOreHa3bl B CHIBOPOTKE KPOBHM, CHUIYKEHHME KOJIUYECTBA

JTUMQOIIUTOB.

eTu
be3zonacHocTs aHuaynagyHruHa ucciae10Baau B IPOCHEKTUBHOM, OTKPBITOM, HECPAaBHUTEIbHOM
UCCJEIOBaHUM Yy 68 maiueHToB AETCKOro Bo3pacta (ot 1 mecsua no 18 jer) ¢ MHBa3WBHBIM
KaHJUJ030M, BKJIOUas KaHAuIeMuto (cM. pasaen 5.2). [Ipoduiib HexkenaTteabHbIX ABJIEHUHN Y 3TUX
68 maiMeHToB JETCKOro Bo3pacra ObLI aHAJOTMYeH Npoduiro, HabIH0AaeMOMY y B3pOCIbIX C
MHBa3UBHBIM KaH/IMUJI030M, BKIIIOYas KAHIUAEMUIO, HO ITOOOYHBIE SBJICHUS CO CTOPOHBI IIEUEHH U
JKEITYEBBIBOSIINX IIyTeH, B YAaCTHOCTH IOBBIIICHWE AKTHBHOCTH aJlaHWHAMHHOTpaHchepasbl
(AJIT) u acnapraramunotpancgepaspl (ACT) BO3HUKANM y JaHHBIX NAIllMEHTOB JETCKOTO
BO3pacTa 4Yaile, 4eM Yy B3pOCIbIX HAalMEHTOB. XOTS BEPOSTHOCTb WM PA3JIMYUsi B CTEHNECHU
TSOKECTH OCHOBHOTO 3a00JIEBaHUSI MOIJIM CHOCOOCTBOBATH TOMY, HO, TEM HE MeEHee, Helb3s
UCKJIIOYaTh TOT (haKT, YTO HEXKeNaTeIbHbIE PEaKIUU CO CTOPOHBI MEUCHH M JKEITYCBBIBOISIINX
nyTeld dyamie BCTPEYaroTCs y MAlUMEeHTOB JETCKOr0 BO3pacTa, MO CPaBHEHHUIO C B3POCIBIMU

nanucHTaMM.

Coo0111eHne 0 MoI03pPEBAEMBIX HEXKEIATEIBHBIX PEAKIIHIX

BaxHo coo01maTh 0 10103peBaeMbIX HEXKeIaTeIbHbIX PEAKLUAX II0CIIEe PErUCTPALlUY [Ipenapara ¢
[EeNbI0  00ecneueHus] HENpepbIBHOTO MOHUTOPUHTA COOTHOLIEHMS «IOjb3a — PUCK»
JIEKapCTBEHHOTO Ipenapara. MeIuIuHCKUM pabOTHUKAM PEKOMEHAyeTcs COOOIIaTh O JIFOOBIX
IIO103PEBAEMBIX HEXENATENbHBIX PEAaKIUAX JICKApCTBEHHOI'O Ipernapara 4epe3 HalMOHAJIbHbIC
CUCTEMBI COOOILEHUSI O HEXKeJaTeJbHbIX pPEaKIUsIX ToCyAapcTB — ujeHOB EBpasuiickoro

9KOHOMHUYECCKOIo COro3a.

Poccuiickas @enepanust
®depnepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHCHHUS.
Anpec: 109012, r. Mocksa, CrnaBstHCKas miiomaip, 1.4, ctp.l.
Ten.: +7 (800) 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

Caiit B nHGOpMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHET»:
10
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(NOCNEQCBATENEHOCTE 0003)
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4.9. Ilepeno3npoBka

CHMIITOMBI

[Ipu ciydaitHOM OJHOKpaTHOM BBelneHMHM aHuaynapyHruHa B go3e 400 mMr B KadecTBe
HACBIIIAIOIIECH H03bI KIMHUYECKNA 3HAYUMBIX HEXKEJIATCIbHBIX SBIICHUH HE HA0II01a]I0Ch.

[Tpu BBenenun anugynadynrusa 10 310poBsIM 100poBOIbLIaM B Hachlmaromen go3e 260 mr ¢
MOCJICYIONUM  J03upoBaHreM 1o 130 Mr B CyTKM Tpemapar IEepeHOCHIICS XOPOIIO.
J10303aBUCMMOM TOKCMYHOCTH HE BBIABIECHO. Y 3 U3 10 MCHBITYEeMBIX HAOIIOJAIH MPEXOsInee
0eccHUMIITOMHOE IOBBIILIEHUE YPOBHS TpaHCaMUHa3 (MeHee 3-KpaTHOrO MPEBbIIEHNs HOPMBI). B
TE€YEHHUE KIIMHUYECKOTO UCCIEAOBaHUS y IETEH, OJIUH U3 YYACTHUKOB UCCIIEIOBAHUS MOy

2 1036l aHuAyNaQyHruHa, 4To cocTaBisuio 143 % ot oxumaemoii 103bl. KinmHuuecku 3HaUMMBbIX

HEXKCIIaTCIIbHBIX peaKHI/Iﬁ 3apCTUCTPHUPOBAHO HEC OBLIO0.

Jleuenue
[Tpu nepeno3upoBke aHuaynadyHrMHA HEOOXOJUMO MPUMEHATh CUMITOMAaTUYECKYIO TEPAIHIo.

AHI/II[y.]'Ia(by'Hl"I/IH HC BBIBOAUTCH ITPHU I'€MOJHUAINUI3C.

5. DPAPMAKOJIOTMYECKUE CBONMCTBA
5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
dapmakoTepaneBTHUECKasi TpyMNa: MPOTHUBOIPHOKOBBIE NpenapaThl CHUCTEMHOIO JeHCTBHA,

JIpyrue MpoTUBOrPUOKOBBIE IIPETapaThl CACTEMHOIO AEUCTBHUS.

Kox ATX: J02AX06

MexaHN3M JIeHCTBUS

AnunynadyHTHH —~ SBISIETCS  TOJYCHHTETHYECKHMM  OXHHOKAHAWHOM,  JIMTIOTICTITHIIOM,
CHHTE3UPOBAaHHBIM U3 TipoaykTa hepmenTtaru Aspergillus nidulans.

AnunynapyHrus ceiaekTuBHO uHruobupyer 1,3-B-D rimkan cuHTeTas’y, BaKHBIH KOMIIOHEHT
KJIETOYHOM CTeHKH rprOoB. B kieTkax miekonuraromux 1,3-B-D rmukan cuHTeTa3a OTCYyTCTBYET.
VYcraHoBieHO, 4YTO aHHAYTAQyHTHH 00JiamaeT (YHTUIMIHOW aKTHBHOCTHIO B OTHOIICHUU

Candida spp., a Takxe nogasinsier kietodnsiii poct Aspergillus fumigatus.

dapmakoauaamuyeckue d3PHeKTol

AKTHBHOCTS iN Vitro
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oT 21.11.202¢ I
K anupynadyuruny aysctButeapabl Candida spp., BKJI}H&IE&:':C-! g)‘;b';cl:z'zﬁ;_ @ I-Q'lelbilfa-;a'_' é’ Ifcif!&sei,

C. parapsilosis, C. tropicalis, C. dubliniensis, C. lusitaniae u C. guilliermondii, a Taxxe
Aspergillus spp., Bkirouas A. fumigatus, A. flavus, A. niger u A. terreus. Auuaynad yHriH ak THBCH
B OTHOILIEHUU BO30yIUTEIeH MUKO30B, PE3UCTEHTHBIX K MPOTUBOIPUOKOBBIM IIpernapaTam APYyTrux
KJIACCOB.

MunumaiibHyt0 nojasisitonyto konmneHTpauuio (MIIK) onpenensuii mo craHgapTHOMY METOAY
CLSI M27 u M38 mis npoxokedd. CBsi3b MEXIy aKTUBHOCTBIO aHuayidayHruHa In Vitro u

KIIMHUYCCKUM PE3YJIbTaTOM HC YCTAaHOBJICHA.

AKTHUBHOCTS IN VIVO

B skcniepumenTe aHuyaadyHIHH, BBEICHHbBIN apeHTepaibHO, ObUT 3()(HEKTUBEH B OTHOIICHUH
Candida spp. kak Tpd HOpPMaJbHOM, TaK W MPU HAPYIIEHHOM HMMYyHUTeTe. JleueHue
aHuIy1a yHT'MHOM YBEIMYMBAIO BDKHBACMOCTD, a TAK)KE YMEHbIIano Bei3BanHoe Candida spp.
MOpakeHUE OpPraHoB. B sKkcreprMeHTe MOJCIUPOBAIM pa3BUBIIMECS HAa (OHE HEHTPOICHUHU
JTUCCEMUHHUPOBaHHYIO0 WH(peKnuio, Bbi3BaHHYIO C. albicans, Pe3UCTCHTHBIM K (DIyKOHA301Ty
KaHIMI03 THINEBOJA/TIONOCTH pra, Bb3BaHHbIM C. albicans, a Takke PE3UCTCHTHYIO K
GiyKoHa30/ly AMCCEMUHHPOBaHHYIO HH(eknuto, BbiBanHyto C. glabrata. Aunumynadynrun
Takxke ObUT 3(G(GEKTUBEH MPU DKCICPUMEHTAIBHOM acrepruiiese, Bbi3BanHoM Aspergillus

fumigatus.

Kombunayus c opysumu npomusocpudkosuimu npenapamamu

WccnenoBanus IN VIitro mokasanu, 4To aHUAyJaQyHTMH B KOMOHMHAIMU C (DIYKOHA30JI0M,
UTPAKOHA30JI0M M aM(pOTEPUIIMHOM B He SBIISETCS aHTarOHMCTOM YKa3aHHBIX MpenaparoB B
otHomenun mraMmmoB Candida spp. KnnHuueckoe 3HaYeHHE 3THX Pe3ylIbTaTOB HEM3BECTHO.

B uccrnenoBanusx in Vitro ouenuBanyu uysctButeabHoCTh Aspergillus spp. k anuaynadyHnruny B
KOMOMHAIIMM C WTPAKOHA30JI0M, BOpUKOHa30iioM u amdorepuniaom B. Ilpu komOuHanuu
anuaynapynruia u amdorepuimaa B ObLIO MOKa3aHO OTCYTCTBHE B3aUMOJCHCTBUS MEXIY
npenapatamu y 16 u3 26 u3014TOB, B TO BpeMs Kak y 18 u3 26 u3014T0B HaOII0JalId CHHEPTU3M
npyd KOMOWHANWU aHUIyTaQyHTHHA C WTPAKOHA30JOM WM BOPHKOHa30soM. KimHHyeckoe

SHAYCHUEC OTUX PE3YJIbTATOB HCU3BCCTHO.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA
AHunynagyHTUH IPH OJHOKPATHOM BBEJICHUU MMEET JIMHEHHYIO ()apMaKOKUHETHKY B IIUPOKOM

JMara3oHe cyTouHbIX 103 (ot 15 mr g0 130 mr).
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ot 21.11.2025 N2
Kosumuent papuabensroctn AUC s 310poBBIX | 106poBobiTs, GofBin:

COOTBETCTEBYET 3KCINEP _T_H OMY OTUYETY

-£I:' B 'OCO0BIX

rpymnIax ManueHTOB UCCIEN0BaHMs COCTaBUII OKOIO 25 %. PaBHOBECHOE COCTOSIHHE JOCTUTAJIOCh

B IIEPBBIE CYTKH I10CJI€ IPUEMA HACBILIAIOIEH 103bl (YIBOCHHON MOIIEPKUBAIOLIEH J103bI).

Pacopenenenue

AnunynapyHruda OBICTPO pacmpenensercss B TKaHAX oOpraHu3Ma (Bpems moxyabcopOouuu
cocrasiseT okoio 0,5-1 gac). O0veM pacnpeneneHus cocrapiseT okoao 30-50 1, 4yTo npUuMepHO
paBHO 00mIEMy 00BEMY JKMAKOCTH B OpraHusme. AHHMIynadyHTWH B 3HAUYUTEIBHOW CTETCHH

CBSI3BIBAETCS C OelKaMU IUIa3Mbl KPOBH (CTENEHb CBSI3bIBaHUS > 99 %).

Buorpancdhopmariusa

Metabonu3m anungynadpyHruHa B TedeHH He ycTaHoBlieH. [lockonbky aHuaynadyHTHH He
SBIISICTCS. KIIMHUYECKH 3HAYUMBIM CYOCTPAaTOM, UHIYKTOPOM WJIM MHTUOUTOPOM H30(EepMEHTOB
uToxpoma P4so, MaToBeposSTHO, 4TO aHUTyad) YHTUH OKa3bIBACT KIIMHUYCCKU 3HAYMMOC BIIUSTHUC
Ha METa0OJIM3M MPEenapaToB, KOTOPHIA MPOUCXOJUT C YUaCTUEM CUCTEMBI IIUTOXpoMa Paso.

[Ipu dusnonornueckux 3Ha4YeHHsIX Temreparypsl U pH anHugynadyHruH mperepreBacT
MEIJICHHYI0 XHMHUYECKYI0 [erpaJaluio, MpeBpamiasch B MENTHI C OTKPBITHIM KOJBILIOM,
JUIICHHBIA TMPOTUBOTPUOKOBOM aKTUBHOCTH. Bpems mosypacnaga aHuayidadyHTHHA TIpU
(HU3UOTOTHUECKUX YCIOBHSX COCTABIISAET MPUOIU3UTENHHO 24 yaca. IN VIVO menTu1 ¢ OTKPBITHIM
KOJIBLIOM TOCJIEIOBATEIBHO PACIICIUIAETCS Ha IPYrUe MEeNTHIbl U STMMUHUPYETCS, B OCHOBHOM,

IMYTEM 3KCKPCUUH C KCITYBLO.

OJIUMUHAIMS

Knupenc anunynadyHnruna cocrasnser okoio 1 i1/gac. [lepuon nonyseiBenenus (T12) coctaBisier
OKOJIO 24 d4acoB, a TEpMUHAIBHOE BpeMsl MNOayBbiBeAcHHs cocTaBiser 40-50 uacos. B
KJIIMHUYECKOM HCCIIEZIOBAHUM Ha 3/I0pPOBBIX J0OpPOBOJIbLIAX C HMCIOJIb30BAaHUEM E€IUMHOW /03Bl
(oxono0 88 Mr) MeueHOro pamHOAKTHBHEIM H3oTomoMm yriepoga (Y*C) ammmynmadynruna,
YCTaHOBJIEHO, 4TO 0K0J10 30 % BBEAEHHON O3Bl IMMUHUPOBAJIOCH KUIIEYHUKOM B TEUEHHE

9 nHeit, mpuueM 1051 HEM3MEHEHHOTO ITPoayKTa cocTaBisuia MeHee 10 %. Menee 1 % BBeieHHOTO
MEUEHOro IpemnapaTa BbIBOAWIOCH MoukaMu. Yepe3 6 [HeW mocie mnpuema Mpenapara
KOHIEHTpAluu aHuAyTaQyHIMHA CHIKAINCh HUDKE Tpeziena onpenenenus. Yepes 8 Henenb nocie

IpueMa nperiapara €ro KOHIUCHTpalluu B KPpOBHU, MOYC U KaJIC ObLIH HpeHe6pe)KI/IMO MaJibl.

JInHEeNHOCTh (HEINMHEHHOCTS)
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
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AHunynagyHTUH NpU OJHOKPATHOM BBEJICHUU MMEET JII/{'EEI%:HSAE%I 'ﬁl](_glgllﬁ ot

KX}_ B Hiokom

JMarna3oHne cyTouHbix 103 (ot 15 mr g0 130 mr).

IlanmeHTsI ¢ FDI/I6KOBI>IMI/I I/IH(beKHI/IﬂMI/I

[lo 7naHHBIM  TONYNAUMOHHOTO  (hapMAKOKMHETHYECKOTO  aHaiM3a  (papMaKOKMHETHKA
aHuayaapyHrMHa y TAIlMEHTOB ¢ TPUOKOBBHIMH MH()EKIMSAMHU aHAJIOTMYHA TaKOBOW y 3/I0POBBIX
. B nquanaszone cyrounsix 103 oT 100 mr g0 200 mr u pu ckopoctd HHQy3un 1 Mr/MuH Cmax
¥ MUHUManbHas KOHIEHTpAMs (Cmin) COCTaBISIOT OKOJIO 7 MI/I U 3 MI/J, COOTBETCTBEHHO, a

cpennsis papHoBecHast AUC - okoso 110 mr-gac/m.

Bec

Bec manuenra IMPAaKTUYCCKU HC BJIIMACT HaA Q)apMaKOKI/IHeTI/IKy aHI/I,I[y.]'Iaq)YHI‘I/IHa.

IToxn
KOHIIGHTpaIII/II/I aHI/IILYJIa(bYHFI/IHa B IIJIa3M¢C KpOBI/I 3IlOpOBI)IX M}OK‘II/IH U JXCHIIUH 6I)IJII/I
CXOAHBIMU. B HccrnenoBaHMSX C HCIOJNIB30BAHHEM HECKOJBKUX J03 aHuayladyHruHa ObLIO

INOKAa3aHO, UYTO Yy MYXXYUH KIIMPCHC aHI/IIIYJ'Ia(I)YHI‘I/IHa HECKOJIBKO YCKOPCH (HpI/I6J'II/ISI/ITeJ'IBHO Ha

22 %).

JIniia moKMI0r0 BO3pacTa

VY noxunbIxX J0JeH (ManueHTsl B Bo3pacte > 65 net, cpeanuit kimpenc 1,07 n/49ac) mo gaHHBIM
HNOMYJISIIMOHHOTO  (hapMaKOKMHETHYECKOTO0 aHalu3a CpeAHMM KIMpPEHC aHuJyJapyHruHa
HECKOJIBKO OTJINYAeTCs OT TAKOBOT'O B IPYTUX BO3PACTHBIX rpynmnax (arueHThl B

Bo3pacte < 65 ner, cpeaHuil kaupeHc 1,22 n/gac), mpu 3ToM KojeOaHUs 3HAYEHHMH KIHMpeHca

aHuyaagyHruHa ObUTM CXOTHBIMHU.

BHY nudbunupoBadHbIE HA[UEHTEI

Koppexum{ J03bI y BI/II’I-I/IH(I)I/IL[I/IpOBaHHBIX naluCHTOB C pa3siInIHbIMU TUIIaMU

AHTUPETPOBUPYCHOM Tepanuu He TpedyeTcs.

IIeueHOUHAS HEAOCTATOYHOCTDH

AnunynapyHrud He Merabonmsupyercs B neueHd. KoHnentpauus anuaynadyHraHa B IUia3zMe
KPOBH y MALIMEHTOB C MEUEHOYHOM HEIO0CTaTOYHOCTHIO J11000i crenenu (kiaccel A, B u C no

knaccuukanuu Yaina-I1e10) He yBenmumBanmach. XOTA y MAIMEHTOB C TSOKEION CTETEHBIO
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MeYeHOUYHON HemocTaTtouyHoCcTH (kKinacc C  1id Knaccﬁﬁlgﬁgﬂp'f;ﬁﬁgﬁ-ﬁwg 'z;&%ﬂaﬂ:}ﬁocr,

HeOosbIoe ymeHnblieHue AUC, OHO He BBIXOJWIIO 32 PAMKH BEJIMYKH Y 3/10POBBIX 100pOBOJIBLIEB.

IloyeyHas HEIOCTATOYHOCTh

AHunynapyHIruH TpPaKTUYECKH HE BBIBOAUTCS Moukamu (kiaupeHc < 1 %). B xmuHMUeckux
HCCIICIOBAHUSX Y ITALIMEHTOB C JIETKOM, CPEAHEN, TSHKEIOM NI TEPMHUHAIBHOM CTAIUEN TOYEYHOU
HEJIOCTAaTOYHOCTH (hapMaKOKUHETHKA aHuIyJad) yHTHHA ObLIa CXOIHOM ¢ TAKOBOW Y MAIIMEHTOB C
HOpMabHOU (pyHKUMEH modek. AHUIyIadyHTMH HE BBIBOAUTCS MPU FEMOJUAIN3E U €r0 MOXKHO

IMPUMCEHATH HE3aBUCHUMO OT BpECMEHHU IIPOBEACHHA I'€MOAAIN3A.

eTH
®dapMaKkOKHHETHKA aHUAYIaQyHTHHA U3ydanach y 24 IMMYHOKOMIIPOMETHPOBAHHBIX JeTel (0T
2 mo 11 ;mer) m moapoctkoB (oT 12 mo 17 ner) ¢ HelTpomeHueil. PaBHOBecHOEe cocTosHUE
JOCTUTAJIOCh B IIEpBbIe CYTKM IIOCJIE€ IIpUEMa HacChILAoMEed J03bl (MM yJIBOCHHOU
nojJiepKUBaroIIe 10361), a paBHoBecHble Cmax m AUCSS Bo3pactanu B /10303aBUCHMOM
nopsiake. [lociie BBeneHus mpenapara B CyTOUHBIX MOAJepkuBaromux go3ax 0,75 Mr/kr/cyt u
1,5 Mr/kr/cyTt getsiM B Bo3pacte OT 2 A0 17 jeT cucreMHble MoKa3aTeau ObUIH COMOCTABUMBI C
TAaKOBBIMH y B3POCIBIX IpH BBeIEHUHM Tpenapata B mgo3zax S50 wmr/cyr u 100 wr/cyr,
COOTBETCTBEHHO.
®dapMakOKMHETHKa  aHUAYNTayHrHMHAa  W3ydajach B~ TPOCHEKTHBHOM,  OTKPBITOM,
HECPaBHUTEIHLHOM KIMHUYECKOM UCCIIEJIOBAaHUH Y 66 MAIIMEeHTOB IETCKOTO Bo3pacTa (oT 1 mecsma
1o 18 neT) mociie BBeZICHUSI HATPY304UHOH 0361 3,0 MI/KT 1 MOACPKUBAIOIIEH 10361 1,5 MI/KT/CyT.
CornacHO OOBEIMHEHHBIM JIAaHHBIM MOMYJSIIMOHHOTO ()apMaKOKMHETHUECKOIO aHalu3a Yy
B3pPOCIIbIX MAallMEHTOB M JIETel C MHBA3WBHBIM KaHAMJI030M, BKJIIOYAs KaHAUJIEMUIO, CPEIHUE
napameTpsl dkco3uuu (AUC o-24,ss U C min,ss) B PABHOBECHOM COCTOSIHMU y BCEX IALUEHTOB BO
BCEX BO3pacTHhIX rpymmax (ot 1 mecsua g0 2 jet, oT 2 10 5 neT u ot 5 g0 18 ner) ObuM
COIOCTAaBUMBI C TAKOBBIMH Y B3POCIIBIX IMAIIMEHTOB, MMOJIYYaBIINX HATPY304HYIO 703y 200 Mr u
noanepkuBaroiryro 103y 100 mr/cyr. Knupenc anunynadyHruaa, CKOppeKTUPOBAaHHOTO 10 Macce
Tena (JI/9/Kr), 1 00beM pachpeesieHHs B PaBHOBECHOM COCTOSIHHH (JI/KT) ObLITH aHAJIOTUYHBI BO

BCEX BO3PACTHBIX TPYIIAX.

6. PAPMAIIEBTUYECKHWE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
®pykTo3a

MaHHUTON (MAaHHUT)
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(MOCNEQCBATENEHOC T.:u 0003)

[Tonmucopbat 80

Bunnas kuciora
Harpus ruapoxenn st koppexuuu pH

X10poBOOpOIHAS KUCTIOTA i Koppekuuu pH

6.2. HecoBMecTUMOCTH
JlaHHBIA JIEKapCTBEHHBINH IMpemapaT He CIeAyeT CMEIIMBATh C APYTUMHU JIEKAPCTBEHHBIMU

npenaparaMu WK SJICKTPOJIUTaAMHU, 3a UCKIIFOYCHHUEM YIIOMAHYTEBIX B pa3aciic 6.6.

6.3. Cpok rogHocTu (CpoOK XpaHeHus1)

HeBCckphITHIN d)J'IaKOH

2 roja.

ITpuroToBJIeHHBINA PACTBOP

BoccraHoBieHHBIN pacTBOp MOYKHO XpaHUTh IpU TeMiepaTtype He Boluie 25 °C B TeueHue

24 yacoB. XuMudeckas v pu3nUecKas CTaOMIBHOCTh BOCCTAHOBJIEHHOTO pacTBOpA COCTABIISET
24 ygaca nipu Temmneparype He Boie 25 °C.

C MHKpOOMOJIOTHYECKOW TOYKH 3PEHUS MPU IMPHUTOTOBICHUH M XPAHEHWH B aCENTHYECKUX
YCIIOBUSAX BOCCTAHOBJIEHHBIM pacTBOP MOXKHO MPUMEHSTh B T€UeHUE 24 4acoB IpU TeMIIeparype

He BhlwIe 25 °C.

Pacmeop ons unghysuii:

PactBop a1 uH(Qy3uil MO’)KHO XpaHUTh B TeueHUe 48 yacoB mpu TemnepaType He Bbie 25 °C.
Xumuueckas U Gusudeckas cTaOMIbHOCTh MH(Y3MOHHOI'O PacTBOpa COCTaBiseT 48 4acoB MpH
temriepatype 25 °C.

C MHUKpOOMOJOTMYECKOW TOYKM 3pEHHUs MpPU MPUTOTOBIEHHH W XPAHEHUU B ACENTHUYECKUX
YCIOBUSAX PacTBOP [UIsd MH(DY3UI MOXKHO MPUMEHATh B TeueHue 48 4acoB mocie NpUTroTOBICHUS

npu Temreparype He Boie 25 °C.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH PH XPAHEHUHU

XpaHUTh B OPUTUHAILHOW yNakoBKe ((h1akoH B KapTOHHOW Mayke) JUIs 3alIUThI OT CBETA IPH
temneparype 2-8°C.

VYciioBUs XpaHEHUsl MOCIE€ BOCCTAHOBJIEHUS M Pa3BElEHUs JIEKAPCTBEHHOIO Ipernapara cM. B

pasaene 6.3.
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6.5. Xapakrep u coaepkaHue NePBUYHON YIIAKOBKH

[To 100 mMr anuaynadyHriuHa B BuAe JuOodHIN3aTa BO (UIaKOHBI M3 OECLBETHOrO cTekia 1-ro
THJIPOJIUTUYECKOTO Kitacca 00bemMoM 30 mul. DIakoHBI YKYMOPUBAIOT MPOOKAMH PE3UHOBBIMU
METUIMHCKIMHU 13 OpoMOyTHiKaydyka. [IpoOku 0OKaThIBalOT KOIIMAaYKaMy aTFOMUHUEBBIMU HITH
KOMOMHHPOBaHHBIMH (KOJIMAYKaMH AITIOMHHHEBBIMHU C IUTACTMACCOBOW KpBIIKOM). Ha kakmprit
(J1aKOH HAKJICHBAIOT STHUKETKY CaMOKJIESIIYIOCS.

1 wm 5 ¢nakoHOB ¢ AMOGMIN3ATOM BMECTE C JIMCTKOM-BKJIQJBIIIEM MOMELIAIOT B MA4yKy M3
KapTOHA KOPOOOUYHOTO.

10 ¢nakoHOB ¢ nmuoduiIM3aTOM BMECTE ¢ KAPTOHHBIM BKJIAJbIIEM Ul (ukcanuu (IakoOHOB U

JMCTKOM-BKJIQ/IBIIIIEM MOMEIIAIOT B MAUYKy KapTOHAa KOPOOOYHOTO.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPH  YHMYTOKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJIH OTX0JA0B, TMOJYYeHHBIX IOcjde NpPUMEHEeHUs:
JIEKAPCTBEHHOI0 Mpenapara u Apyrue MaHUIMYJIALUUHU C PenapaToM

HMHCTpYKIMS 10 IPUTOTOBJIEHUIO PAcTBOPA Uit HHDY3UM

[Ipenmapar Anunynadpyurun-AJIBUJIC Bemmyckaercs Bo ¢akoHax i  OJHOKPATHOTO
MIPUMEHEHUS.

[Tpemapar Aanaymnadyuarua-AJIBIJIC cnexyer BocCTaHABIMBATH BOJOW NIl MHBEKIIUN U 3aTeM
passectu TOJIBKO 0,9 % pactBopom Hatpusi xjopuaa uisi uHPy3uit w5 % pacTtBopoM

JEKCTPO3bl A1 UHDY3Uil.

BHUMAHMUME: coBMeCTUMOCTH BOCCTAHOBJICHHOI0 AaHUAYJA(pyHruHa ¢ JpyruMu

npemnaparamMu 1Jisi BHYyTPUBCHHOI'O BBCACHUS, a4 TAK/KE paCTBOpaMHi HEU3BECTHA.

Boccmanosnenue

B acentuueckux ycnoBusix Bo ¢uiakoH mA00aBisitoT 30 M BOJBI 7 UHBEKIUH W TMOTYYaroT
pacTBop, coaepkKamiuii anuaynaQyHruH B KOHIIEHTpauuu okoiio 3,33 mr/mi. Boccranonenue
MOJKET 3aHSATh OKOJIO 5 MUHYT.

BoccTaHnoBneHHBIN pacTBOpP MOXKHO XpaHUTh MpU TemrepaType He Bolie 25 °C B TeueHue

24 gacos.

Paszsedenue u ungyszus
JlekapcTBeHHbBIE TIpeNapaThl 1Jisl MAPEHTEPATbHOI0 BBeIeHHUs Mepe]l BBeIeHHEM CJIeayeT

IPOBEPATH BU3YAJIbHO HA MPEAMET HAJTHYUA BUAUMBIX YACTHIl U BUAUMOI'0 OKPpAallMBAHUSA

17



COOTBETCTEYET 3K li_: __ EPTHOMY OTUETY

ot 21.11.2025 Nz 25007
pacTBopa, ecjiy NMO3BOJISIIOT PACTBOP U éMKO(Thb. Hpﬁ%b{{aa%&lﬁ]—lgﬂlﬁﬂh'x IlﬁclnHrl T

BUIUMOI'0 OKpalIuBaHUS PAaCTBOP CJIEAYET YHUUTOKUTD.

B3spocnvie nayuenmot

B acenTrueckux yCIIOBHSIX BOCCTAHOBIICHHBIH PAcTBOP MEPEHOCAT U3 (1akoHa B WH(Y3MOHHBIN
naker (wm dnakoH), comepxkamuii 0,9 % pactBop Harpus xjopuaa st uHPy3uid wia 5 %
pacTBOp JEKCTPO3bl Jisi WH(Y3UHd a0 JTOCTHOKEHUS HEOOXOJAMMON  KOHIIGHTPAIUU
anunynapyHruHa. B Tabmune HEbke TpPHUBEICHBI CIOCOO0 pa3BeleHUs 10 KOHICHTPAIUuu
0,77 mr/mn1  nis KOHEYHOTO pacTBopa Uit WHOY3UA M WHCTPYKIIMU IO TPHUTOTOBJICHHUIO
UH(PY3MOHHOTO PacTBOPA.

ToToBblil pacTBOp M mHQY3UH cJeAyeT XpPaHUTh NMPH TeMmmepatype He Bbime 25 °C u

HCIOJL30BATEH B TeueHue 48 yacos.

Ilpucomosnenue pacmeopa 011 uH@y3utl

Heo0Oxomnmerit
Heob6xoaumerii | IloyHbIN 00BEM MunanmMmansHas
o0BeM CKOpOCTB
Jo3upoBka 00BpeM HH(Y3HOHHOTO MIPOAOIDKUTEIHHOCTD
BOCCTaHOBJIEHHOTO HHpY3UA
pacTBopuTens A pactBopa B nHY3Un
pacTBopa
1,4 mn/MuH
100 mr 30 M 100 M 130 mn AIIH 90 Muu

84 mur/uac

A 0,9 % pacTBOp HaTpHs XJIopua s MHPY3Hil Witk 5 % pacTBOp AEKCTPO3bI 11 MHBY3Hil

B Konuentpanms pactBopa ans uadysuii coctapisger okono 0,77 Mr/mi.

Ipumenenue v oemeii

Jlns neteii B Bozpacte oT 1 Mecsina 10 18 et 00beM HHPY3MOHHOTO pacTBOPa, HEOOXOAUMBIHN JUIs
BBEJICHUS J03bl, OyAeT BappUpPOBAaTHCA B 3aBUCUMOCTH OT MAacChl Teja MallMeHTa.
BoccraHoBiieHHBIM  pacTBOp HEOOXOJUMO JOMOJHHUTENBHO pa3BeCTH JI0 KOHLEHTPALUU
0,77 mr/mn sl OJlydeHUsT KOHEYHOTo pacTBopa s MH(py3uu. PekomeHayercs NMpUMEHSTH
POrpaMMHUPYEMBIH MITPUIIEBON WK WH(Y3UOHHBIN HAcOC.

Cxopoctb HH(}Y3UM He 10JKHA TpeBbIMATH 1,1 MI/MHH, 4YTO 3KBUBAJIEHTHO 1,4 MJI/MUH W1
84 mu1/yac Mpu BOCCTAHOBJIEHUH ¥ PACTBOPEHHH COTJIACHO MHCTPYKIUAM (CM. pa3aensl 4.2,
4.4).

1. Heob6xomuMo paccuuTarh 103y s MalMe€HTa U BOCCTAHOBHUTH COJEPKHUMOE (IakoHa B
COOTBETCTBUM C MHCTPYKIHMSIMHU IO BOCCTAHOBJIEHHIO, YTOOBI 00ECHEeYUTh KOHIIEHTPALUIO
pactBopa okouto 3,33 mr/mi (cMm. pasaenst 4.2, 4.4).
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2. Heo6xomumMo paccuntath TpeOyeMbiit 00beM (M) BOC'&%&@%&BEE%%DH%I 3)

o (OOnem anunynadyaruna (M) = no3a anuaymnadynruaa (mr) + 3,33 mr/mo.
3. HeoOxoammo paccumrtarh oOmmii o0beM pactBopa (Mi), TpeOyeMoro s oOecredeHHs
KOHIIEHTPAIIUU KOHEYHOTO pacTBopa st uHGy3uit 0.77 mr/mit.

e 0o0mmii 06beM pacTBOpa (M) = 1032 aHuaynapyHruna (mr) + 0,77 mMr/mi.
4. HeobxonuMmo paccuutaTh 00beM pacTBOpuTens [5 % pacTBOp IEKCTpO3bl A1 HH(Y3uH, nim
0,9% pactBOp xy0pHIa HaTpus A HHPY3uil (Ppu3noaorundeckuii pacTrop)|, HeoOOXOIUMBIN N5
NPUTOTOBIICHHSI PACTBOPA:

e OObeMm pactBOopuTens (M) = o0muUi 00beM pacTBopa (M) — 00beM aHUAyNadyHTHHA

(mur).

5. B acenTuyeckux ycIoBHAX HEOOXOIMMO MepeHecTr TpedyeMblie 00beMbl (MIT) aHU Ty IadyHTHHA
u 5 % pactBopa aekcTpo3bl s uHpy3uid wiu 0,9 % pacTBopa xyopuna HaTpus Uil HHY3Hid
(pusnonornyeckoro pacTBopa) B WpHIl A HHGY3UI Wik HHPY3UOHHBIN MakeT (UiIu (IaKoH),
HEOOXOIUMBIH JIJISl BBEJICHHUSL.
Beck ocraBmmiics 1exkapCcTBEHHBIN penapaT U OTXO/bI CIEAYeT YHUUYTOXKUTH B YyCTAHOBICHHOM

MOPSIZIKE.

7. AEPXKATEJIb PETUCTPAIHMUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanys

000 «AJIBUJIC»

Anpec: 109316, r. MockBa, OctanoBckwii poes, A. 5/1, ctp. 1, atax 6, opuc Ne650
Ten./bakc: +7 (495) 775 71 61

E-mail; pharmacovigilance@alvils.ru, pv@alvils.ru

7.1. IlpeacraBurenb AepKaTesss perHCTPALMOHHOIO YA0CTOBEpPeHU s

[IpeTen3uu HOTDC6I/ITCJ'IGI\;I HalnpaBJIATH IO aaAPECy:

Poccuiickas denepanys

000 «AJIBUJIC»

Anpec: 109316, r. MockBa, OctanoBckuii ipoes, 1. 5/1, ctp. 1, atax 6, odpric Ne650
Ten./pakc: +7 (495) 775 71 61

E-mail: pharmacovigilance@alvils.ru, pv@alvils.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA
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9. IATA TMEPBUYHON PETMCTPALIMU (IOMTBEPAOHHNSA PEFHCTPALIIAM,

INEPEPETUCTPALIMN)

JlaTa nepBoi perucTpanuu:

10. JATA HEPECMOTPA TEKCTA
OOmast xapakTepucTUKa JeKapcTBeHHOro npenapata Anugyinadynrun-AJIBUJIC nocrynna Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

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