COOTBETCTEBYET 3KCINEP T.H OMY OTUYETY

— -

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHMUE JIEKAPCTBEHHOT O IIPEITAPATA
buconponon-JIEKCBM, 5 mr, TabneTku, MOKPHITHIEC MIIEHOYHOU 000TI0YKOM.

buconponon-JIEKCBM, 10 mr, TaGieTku, MOKPBIThIC TUIEHOYHONH 000JIOYKOH.

2. KAUECTBEHHBINA U KOJIMYECTBEHHBIN COCTAB
JelicTByto1I1€€ BEIIECTBO: OMCOIPOJIOI.

Buconposnon-JIEKCBM, 5 mr, TabiaeTKU, OKPLIThIE IIIEHOYHOU 000JI0UYKOM

Kaxxnas Tabnerka, MOKpHITas TUIEHOYHOW OOOJIOYKOH, CONEPKUT 5 Mr Oucompoiona (B BHIE
oucormnposona pymapara)

Buconponoia-JIEKCBM, 10 mr, TabJaeTKH, IOKPLITHIE IIIEHOYHON 000JI0YKOMI

Kaxxmgast TabiieTka, MOKpBITas TUIEHOYHON 000J049KO0#, comepkut 10 mr Oucompoiiona (B BHIE
oucomnpoiona Gpymapara)

ITonubIi MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB ITPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIEC TNIEHOYHOU 000T0UKOM

Buconponoin-JIEKCBM, 5 mr, TabiaeTKy, DOKPBITEIE [IIEHOYHOU 000JI0UYKOM

Kpyrisle, 1BOSKOBBITYKIIbIE TaOJIETKH, TOKPBITHIE TNIEHOYHON 000104KOi O€XKeBOro 1BeTa.

buconpoaon-JEKCBM, 10 mr, TabJeTKH, MOKPBITHIE INIEHOYHOM 000JI0UKOMI

Kpyrnble, 1BOSKOBBINYKIIbIE TaOJETKH, MOKPBITHIE IUIEHOYHON OOOJOUKONM TEMHO-PO30BOI0O

OBCTA.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

ITpenapat buconponon-JIEKCBM npumensiercs y B3pOCibIX 110 MOKa3aHUAM:
* apTepuaibHasi TMIEPTEH3HS,

* nmmemuydeckas 6one3np cepana (MbC): crabunbHas cTeHOKapaus;

* XpoHHYeckas cepaeuHas HepocTaTogHocTh (XCH).

4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexxuM 103upoBaHus

Bspocnvie



COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 04.07.2025 M2 16679

Tabnetkn npenapara bucomnponon-JIEKCBM ¢aeayer %nmmﬁlgh“nm%-c R’I/IVHC)'IOM C

HEOOJIBIIIMM KOJIMYECTBOM JKUIKOCTH, HE3aBHCHMO OT BPEMEHH NpueMa Nuiu. TabneTku He
ClIeyeT pa3KEeBbIBAaTh WU PACTUPATH B IIOPOIIOK.

Apmepuanvuas cunepmensusi u cmadbubHas cmenompduﬂ

Bo Bcex ciydasx pexuM npuema u 103y noJ0upaer Bpad KakA0My NallueHTy UHIUBUAYaIbHO, B
YAaCTHOCTH, YUUTBIBasi 4aCTOTy cepaeuHbIx cokpauiennit (HCC) u cocTosiHue nanueHra.

OO0b1yHO HauvanbHast Jo3a coctasisieT 5 Mr npenapara buconponon-JIEKCBM 1 pa3 B cytku. [lpu
HE00XO0IMMOCTH 103y MOXHO yBeIHuuTh 10 10 Mr 1 pa3 B cyTkH.

[Ipu JseyeHum apTepuanbHOW TUNEPTEH3UM U CTAOMIBHOM CTEHOKAPAMHM MaKCUMAaJbHO
pexomeH10BaHHas j03a cocrasisieT 20 mr npenapata bucornponon-JIEKCBM 1 pa3 B nenb.
XCH

CranpaprtHas cxema JIeYeHUs XCH BKJIFOYAET IIPUMEHEHHE UHTUOUTOPOB
aHruoreH3uHnpeBpamaroiero gpepmenta (AIID) nnyu aHTaroHUCTOB PELENTOPOB AHTMOTEH3MHA
II (B cnyuae HenepeHocumocTu MHruouTOpoB AIlD), OGera-aapeHoOI0KATOPOB, NUYPETUKOB U,
(dakynbTaTUBHO, cepaeuyHbIX Tiauko3uaoB. Hawano neuenus XCH mnpenaparom bucomnposoi-
JIEKCBM T1pebyet 00s13aTeabHOr0 NpOBEICHUS ClIeHUaIbHON (Pa3bl TATPOBAHUS U PETYIISIPHOIO
BpaueOHOro KOoHTpoJjs. IlpeaBapuTensHbIM yClIOBUEM JAJs JieueHHs mpenapaTtoM bucomposon-
JIEKCBM sBnsiercs ctabmibHas XCH 0e3 npu3HakoB 000CTpeHUsI.

Jleuenne XCH npenaparom buconponon-JIEKCBM HaunHaeTcst B COOTBETCTBUU CO CIIEYIOIIEH
cxeMoil TuTpoBaHus. I[Ipm sTOM MoOXeT mnoTpeOoBaTbCs HMHIAMBUAYaJbHAs ajanTalus B
3aBUCHUMOCTH OT TOT'O, HACKOJIBKO XOpOILIO MAaIMEeHT NEPEHOCUT Ha3HAYEHHYIO 103y, T. €. 103y
MO>KHO YBEJIUYMBATh TOJIBKO B TOM CIIydae, €CJIM Mpeabaylas 103a XOpoIo nepeHocunacs. Jis
o0OecrieyeHrss COOTBETCTBYIOLETO Ipolliecca TUTPOBAHMSA HAa HauyalbHBIX JTalax JeuyeHUus
pEeKOMeH/yeTCs TNMPUMEHATh OMCONpPOJIONl B JieKapcTBeHHOM ¢(opme: TabimeTku mo 2,5 Mr.
Pekomennyemass HauyanbHas no3a cocraBiser 1,25 mr onuH pa3 B JeHb. B 3aBucumoctu OT
VHIUBUIYAIBHON MEPEHOCUMOCTH J03Y CIAEAYET MOCTENEHHO MOBBIIATh A0 2,5 MT, 3,75 Mr, 5 Mr,
7,5 mr u 10 mr 1 pa3 B genb. Kaxnoe nocienyroiiee yBeIUYEHNUE T03bI JOJKHO OCYIIECTBIISITHCA
HE MEHEee 4e€M uepe3 JIBE HENEIIN.

Ecnn yBenuuenue 1036l IIpenapaTa II0Xo MepEeHOCUTCS NallMEHTOM, BO3MOYXKHO CHUKEHHE JTO3BI.
MakcumanbHO pekoMmeHaoBaHHass pno3a npu jedeHnn XCH cocrasmser 10 mr mpemapara
buconponon-JIEKCBM 1 pa3 B nens.

Bo Bpems TUTpOBaHUS peKOMEHAYETCS PEryJIsIpHBIH KOHTPOJb apTepHaibHoro aasieHus (A/),
YCC u crenenu BolpaxkeHHocTH cumnrTomoB XCH. Ycyrybnenue cumnromoB Teuenuss XCH

BO3MOXKHO YK€ C IIEPBOTr0 JIHSA MPUMEHEHHUS MpernapaTa.



MY OTYETY

COOTEBETCTEBYET =
o1 04.07

Ecnu mamueHT mioxo mepeHOCUT MaKCUMaIbHO DCKOMA;II,&O:BQEFR/QEHJW&&];;TQ CnezweT

paccMOTPETh BO3MOXKHOCTh IOCTEIIEHHOT'O CHUYKEHUS J103bI.
Bo Bpems (a3bl TUTpOBAHMS UITH TTOCIIE HEE MOTYT BO3HUKHYTh BPEMEHHOE yXY/IIIEHUE TeUCHUS
XCH, aprepuanbpHasi TMIIOTEH3Us WM Opagukapaus. B 3ToM ciydae pekomMeHIyercs, mpexnie
BCEro, IPOBECTH KOPPEKLHUIO 03 IpernaparoB CONYTCTByMoIeH Ttepanuu. Taxke MoOxKer
oTpedOBaThCs BpEMEHHOE CHIKEHUE 1036l Ipenapara buconponon-JIEKCBM unu ero ormeHa.
ITociie crabunu3anuy COCTOSHHS HMAalMEHTa CIEXyeT MPOBECTU IOBTOPHOE TUTPOBAHUE JIO3bI,
1100 MPOAOIIKUTH JICUCHUE.

ITpooIKUTENLHOCTD JICYEHUS] IPU BCEX MOKAa3aHUAX K NPUMEHEHHUIo mpenapara buconposuon-

JIEKCBM

Jleuenne npenaparom bucomnpomnon-JIEKCBM 00b14HO SIBASIETCS JOATOBPEMEHHON Tepanuei.

Oco0nIe T'pYIIIBI IMAIIMCHTOB

Hapywenue ¢pynkyuu novex unu nevenu

e [lpu Hapymenuu QyHKINU TTEYSHU WM TTOYEK JIETKON MM YMEPEHHOH CTETIeHU OOBIYHO HE
TpeOyeTcst KOPPEKTUPOBATh J03Y.

e [lpu BBIpaXeHHBIX HapylieHusiXx QyHKuuu noyek (kmupeHc kpearmHuHa (KK) menee 20
MJI/MUH) U Y TIAMEHTOB C TSDKEIBIMH 3a00JICBAaHUSAMY TIEYCHH MaKCUMaJIbHast CyTOYHAs 1032
cocrapisieT 10 Mr. YBenudeHue 10351 y TaKUX MMalMEHTOB JOKHO OCYIIECTBIATHCSA C 0COO0M
OCTOPOKHOCTBIO.

Tloowcunvie nayuenmoi

Koppekuuu 10361 HE TpedyeTcs.

Ilayuenmul ¢ couemannou namoozauett

K HacTosilieMy BpeMeHM HEJOCTaTOYHO JAaHHBIX OTHOCHTEIbHO NMPUMEHEHHUs OHucomposiona y

nanenToB ¢ XCH B coueranuu ¢ caxapHbIM auabeToMm | Tumna, BbIpa)KEHHBIMU HapyLICHUSIMU

(GYHKIIMM MOYEK W/WIM TeYEHHU, PECTPUKTUBHON KapJuOMHONATHEH, BPOXKIECHHBIMU OPOKAMU

cep/a WK MOpoKaMH KJlallaHa cepAlla ¢ BhIPAKEHHBIMU T'€MOJIMHAMUYECKUMU HAPYIIEHUSIMHU.

Taxske 10 cux mop He OBLIO MOMYYEHO JTOCTATOYHO JIAHHBIX OTHOCHUTENIHHO manueHToB ¢ XCH ¢

UH(PApKTOM MUOKap/a B TEUEHHE MOCIETHUX 3-X MECSIIEB.

eTH

bezonacHocTh u 3(pPexkTUBHOCT, MpPUMEHEHMs Mpemnapara y jaereid B Bo3pacte 10 18 ner He

yCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

Crooco0 nmpuMeHeHus

BnyTps.

4.3. [IpoTuBONOKA3aAHUS



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 04.07 2025 N= 166

TUIEPYYBCTBUTEIBHOCTh K OMCOMPOIIONY W/HIU K HQGOMVEI/B‘B I'IONEQE‘I@JTBH X BEIIIECTB

MePEUYUCIICHHBIX B pazzaene 6.1;

ocTpas cepieuHas HejgocratouHoctb, XCH B cragum aekommeHcanuu, TpeOyromas
MIPOBEJICHUS] HHOTPOITHOW TEpaIuu;

KapMOT€HHBIN LIOK;

atpuoBeHTpuKysipHas (AV) omokana II u 11l crenenu, 6e3 271eKTPOKApIUOCTUMYJISATOPA;
CUHAPOM cIab0CTH CUHYCOBOT'O y3J1a;

CUHOATpHalIbHas 0JI0Kaja;

BeIpaxkeHHast Opanukapaus (UCC menee 60 ya/MuH) 10 Havyana Teparuiu;

BbIpaXXCHHasl apTepuaibHas runotensus (cucronudyeckoe AJl menee 100 MM pT. CT.);
TsDKeIbIe GOPMBI OPOHXHATBHON aCTMBI;

BBIpQXXCHHBIE HApyIIEHUs MepudepruuecKoro apTepuaIbHOro KpPOBOOOpAIICHUS WU
cuHzpoM PeitHo;

dbeoxpomoruToma (6€3 OJHOBPEMEHHOTO IPUMEHEHHS alib(a-aJapeH00I0KaTOPOB);

MeTa00INYECKUI allig03.

4.4. OcoOble yKka3aHusl M MepbI NPEeJ0CTOPOKHOCTH NIPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

IIPOBEJICHHUE JIECEHCUOUTU3UPYIOIEH Tepanuu;

creHokapaus [IpunHimerana;

TUIEPTUPEOD3;

caxapHblii nuaber | Tuma u caxapHbli quabeT CcO 3HAYUTEIBHBIMU KOJICOAHUSIMU
KOHIIEHTPALlUH TJIFOKO3bI B KPOBH;

aTpPUOBEHTPUKYJIsIpHas Onokana I creneny;

BhIpakeHHas moueuHas HemoctatouHocTh (KK Menee 20 mui/MuH);

BBIpQXCHHBIE HApYyIIeHUs (DYHKIIUU TICUSHHU,

rcopuas;

PECTPUKTUBHAS KapIMOMHOIIATHS;

BPOXKJCHHbIE TOPOKM CepAla WM TOpPOK KJamaHa cepiAla C  BbIpaXXEHHBIMU
reMOIMHAMUYECKUMHU HAPYIIEHUSIMH;

XCH c ungapkrom muokapaa (MM) B TedeHue nocieHux 3 MecAIIEeB;

HApYIICHUS MepUPEPUYECKOT0 apTepUaIbHOTO0 KpPOBOOOpAIIEHHS JIETKOM W yMEpEeHHOU
CTEIEHU;

TsDKEITbIe (POPMBI XpOHHUYECKOW 00CTpYKTHBHOM O0e3nHu jerkux (XOBJ);
4



COOTBETCTBYET 3KCTIEPTH(
ot 04.07.2025 N2 16

(NOCNEQCBATENEHOCTE 0002)

1y OTUETY

HeTsDKeIbIe (HOpPMBI OPOHXHAILHOMN aCTMBI,

OpoHxocma3M (B aHaMHE3e);

aJuIeprudecKue peakiuuy (B anHaMHese);

OOIIMPHBIE XUPYPTUIECKUE BMEIIATEIBCTBA U 00II[ast aHeCTE3 U,
CTporas JueTa;

OEpEeMEHHOCTb;

Inepuoa rpyAHoro BCKapMJInBaHUA.

Oco0ble yKazaHus

Ipexpawenue mepanuu u « CUHOPOM OMMEHBLY

He cnenyet pe3ko npepeiBaTh JIe4eHHE OUCONPOIIOIOM I MEHATh PEKOMEHI0BAaHHYIO 103y 0€3

Hpe,I[BapI/ITeJIBHOﬁ KOHCYJIbTallUKM C BpaA4YOM, TAK KaK 3TO MOKCT IIPUBECTU K BPECMCHHOMY

YXYAUICHUIO ACATCIIBHOCTU CepALia.

Jleyenne He cieayer mnpepsiBaTh BHE3amHO, ocoOeHHO y manueHToB ¢ MBC (oTmewanock

YTSDKEJICHUE TPUCTYNOB CTEHOKapAWHW, pa3BUTHUE HH(pApKTa MHUOKapJa U BO3HUKHOBEHHE

KEIYJ0YKOBBIX apuTMuii y nanueHToB ¢ MBC mpu BHe3amHOM mpeKpalleHud npuema oOera-

aapenoOnokatopoB). Eciu mpekpaiiieHue jgeueHuss Heo0X0oAuMo, TO 103y OUCOMpOoIIona ClieayeT

CHIDKATh IIOCTENeHHO. B CJIyd4ac€ 3HAQYUTCIBHOI'O YTAKCICHUA CTCHOKApAWW WU Pa3BUTUSA

OCTPOr0 KOPOHAPHOT'O CHHIPOMA CJIEAYET BpEMEHHO BO30OHOBHUTH IIPHEM OHCOIPOJIOa.

3abonesanus, npu KOMoOpPvIX HEOOXOOUMO C OCHOPONHCHOCMBIO NPUMEHAMb NPenapam

BI/ICOHpOJ'IOJ'I CJICAYCT MPUMCHATHL C OCTOPOKXHOCTBIO B CICAYIOIIUX CITydasaX:

Tsoxensie popmbl XOBJI u HeTskensie GopMbl OPOHXUANTBHOM aCTMBI,

caxapHbIf JMabeT CO 3HAUYUTENbHBIMU KOJICOAHUSMHM KOHIIEHTPALUU TJIOKO3bl B KpPOBH:
OMCOMPOION MOKET MAacKHUpPOBAaTh CHMIITOMBI THUIOTJIMKEMUHU (BBIPAKEHHOTO CHIDKEHUS
KOHIIEHTPALMH TJIIOKO3bI B KPOBH), TaKM€ KaK TaXMKap/AHs, OUIYIIEHUE cepILeOueHus Uin
MOBBILIEHHAS TOTJIIMBOCTE;

CTporas JUeTa;

IIPOBEJICHHUE JIECCHCUONIN3UPYIOLIEH Tepanui;

aTpPUOBEHTPUKYIsIpHas Onokana I crenenu;

Ba3oCMacTHUecKass creHokapaus (creHokapausa IlpuHiMerana); HaGMIOJAIMCH CIydau
KopoHapocna3zMa. HecMoTpst Ha BBICOKYIO 0€Tai-CeleKTUBHOCTb, MPUCTYIBI CTEHOKAPIUU
HEJb3sI TIOJIHOCTRIO UCKJIIOUUTH MPU IpueMe OUCOIpOoIIiosia y MalMeHTOB CO CTeHOKapIue
[Tpunnmerana. CiemyeT ¢ 0co00i OCTOPOKHOCTHIO TPUHUMATH TIPETapar;

HapyleHus Nepuepuyeckoro apTepualbHOTO KpPOBOOOpAIIEHUs JIETKOW M YMEPEHHOM

CTerneHH (B Havaje Tepanuy MOXET BOSHUKHYTh YCUJIEHHE CUMIITOMOB);

5



COOTEBETCTEYET 3KI(
ot 04.07.2025 N2

(MOCNEOCBATENEHO ' T 0002)

e 1icopuas (B T. 4. B aHAMHE3E).

MY OTUETY

3abonesanus cepoeuno-cocyoucmoil cucmemobl

bera-anpenoOa0KkaTOpsl HE JOJDKHBI IPUMEHSTHCA Npu AekomneHcupoBanHoi XCH no Tex mop,
MOKa COCTOSIHHE TallMeHTa He CTaOUIM3UPOBAIIOCh.

Ha HauanbHbIX 3Tamax HOpUMEHEHHs OHCOIpOJIoyia MAlUEHThl HYXJIAIOTCS B IOCTOSHHOM
HaOJIFOJEHUH.

Bbera-agpenoOnokaTopsl MOTYT BbI3bIBaTh Opaaukapauto. [Ipu ypexxennn HCC B nokoe menee 50—
55 yn/muH creayeT yMEHBIIUTh 103y WU MPEeKPATUTh MPUEM OUCOTIPOIIOa.

Kak u npyrue 6era-agpeHo010KaTopbl, OMCOIPOIION MOXKET BbI3bIBATh yAJIMHEHUE HHTepBaia PQ
Ha snekTpokapauorpamme (OKI'). Cnemyer ¢ OCTOPOXKHOCTBIO NPUMEHSATh OMCONMPOJION Y
NALUEHTOB C aTPUOBEHTPUKYIISIPHOM O0Kanoil I ctenenu.

HecenextuBHbie OeTa-aapeH00I0KaTOPBl MOTYT yBEIHUYMBATH YaCTOTY W MPOJOJDKHUTEIHHOCTD
AQHTMHO3HBIX IPUCTYIIOB Yy MAIMEHTOB C Ba30CINACTHUYECKOW CTeHOKapaueil (cTreHokapauein
[Tpunnmerana)  BCIEICTBUE  ONOCPENOBAaHHON  anbda-penentopaMu  Ba30KOHCTPHUKIMU
KopoHapHOi aptepuu. KapanocenekTuBHble OeTai-aJpeHO0I0KaTOpbl (BKIIOYas OMCOINPOIOI)
IIPU Ba30CMAaCTUYECKON CTEHOKApUH CIEAYET IPUMEHSATH C OCTOPOKHOCTHIO.

K Hacrosimemy BpeMEHM HEIOCTATOYHO JAHHBIX OTHOCUTEIBHO NPUMEHEHMsI Oucomposiona y
nanenToB ¢ XCH B coueranuu c caxapHbIM auadberoM | Tuma, BeIpakeHHBIMU HapYIICHUSMHU
(GYHKLIMU MOYEK W/WIM MEYSHH, PECTPUKTHUBHON KapAHOMMONATHEH, BPOXKICHHBIMH MOPOKaMHU
cepa WM MOPOKOM KilalaHa cep/ia ¢ BbIPa)KEHHBIMH I'€MOJUHAMHUYECKUMH HapyIIEHUSMU.
Taxxe 10 cux Mop He ObUIO MOIYYEHO JOCTATOYHBIX TaHHBIX OTHOCUTENBHO nanueHToB ¢ XCH ¢
UH(PaApKTOM MUOKap/a B TEUEHHE MOCIEeTHUX 3 MECSIIEB.

Hvixamenvuas cucmema

HecMmotpst Ha To, 4TO celeKTUBHBIE OeTai-aJpeHO0IOKATOPbl B MEHBIIEH CTENEHH BIUSIOT HA
(GYHKIMIO JBIXaTEJIbHON CHUCTEMBI, YEM HECENEKTHBHBIE OeTa-aJpeHO0I0KaTOphl, MalUeHTaM C
XOBJI u HeTsKenbIMU (hopMaMH OPOHXUATBHOM acTMBI OMCOIIPOJION CIIEyeT Ha3HAuaTh C 0CO00M
OCTOPOXXHOCTBIO U TOJBKO B TOM CIlly4ae, €CJIM BO3MOXHBIE IPEUMYILECTBA €r0 MPUMEHEHUs
NPEBBIIIAIOT MOTeHUHAIbHBIH puck. Ilpm OponxmanbHoil actme wimu XOBJI mokaszano
OJIHOBPEMEHHOE NPUMEHEHHE OPOHXOAMIATUPYIOIINX CPEACTB. Y MalMEHTOB ¢ OPOHXHAIBbHOMN
aCTMOIl BO3MOYKHO TIOBBIIICHHE PE3UCTEHTHOCTH [bIXaTelbHBIX IyTeW, yTo TpeOyer Ooee
BBICOKOM 7103bI O€Taz-aIpeHOMHUMETHKOB.

VY namuentoB ¢ XOBJI Ouconposon, Ha3HayaeMblii B KOMIUIEKCHON Tepaliuu C LENbI0 JeUeHUs
CepAeYHON HEJOCTaTOYHOCTH, CIIeAYyeT HAaUNHATh C HAUMEHbIEH BO3MOXKHOM 710361, a MallUEHTOB
TIIATEJIbHO  HAOMIOAATh HAa  TIOSABJICHWE HOBBIX CHUMITOMOB  (HampuMep, OJBIIIKH,

HETMEePEeHOCUMOCTH (PU3NYECKUX HArPy30K, KaIIlIs).
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COOTEBETCTEYET 3KI(
ot 04.07.2025 N2

Obwupnbvle xupypaudeckue eMeuiamenscmsea u QOuas b OBATENBEHOCTS 0002)

MY OTUETY

[Tpr HEOOXOIMMOCTH MPOBEICHUSI XUPYPTUISCKUX BMEIIATEILCTB CICIYET IPEIyPEANTh Bpada-
AHECTE3UOJIOTa O TOM, YTO MAIUEHT NMPUHUMAET OeTa-aIpeHOOIOKATOPHI (PUCK JIEKAPCTBEHHBIX
B3aMMOJICHCTBUII C pa3BUTUEM TSDKEIBbIX OpaauapuTMHil, yMeHbIIEHUs pPeQIeKTOpHOI
TaxMKapJIuu W apTepuanbHON rumnoreH3uu). Pekomenayercs 6e3 sBHONM HEOOXOIUMOCTHU HE
MpeKpamarh MpueM OHCOmposoja B TEpUONEpAIMOHHOM Tniepuoae (T. K. Onmokama Oera-
aJPEHOPEIENTOPOB CHIDKAET PUCK BO3HUKHOBEHHWS apUTMHIA M HWIIEMUU MHUOKapJa BO BpEeMs
BBOJIHOT'O HApKO3a M UHTYOAIlUU TPaXeH).

B cnyyae HeEOOXOAMMOCTH TpepbIBaHUS JIeUEHHUs OHCOIPOJIOIOM Iepel MPOBEICHUEM
XUPYPrU4eCKOro BMEIIATEIhCTBA, Mpenapar cleAyeT OTMCHHTh HE MEHee 4eM 3a 48 JacoB 10
oTepanuu.

Deoxpomoyumoma

VY mnauueHToB ¢ (HeoXpOMOIIMTOMOI OHCOIMPONION MOXKET OBbITh Ha3HAuY€H TOJBKO Ha (QoHe
npuMeHeHHs anbda-aIpeHoOI0KaTOPOB.

Tupeomokcuxos

[lpu runepdyHKIMU IMTOBUAHOW >Kelle3bl OeTa-aJpeHo0IOKaTopsl (BKIIHOYAs OMCOMPOIION)
MOTYT MAaCKHpPOBaTh TaXWUKAPAUIO M YMEHBIIATh BBIPAKEHHOCTh CHUMIITOMOB THPEOTOKCHKO3A.
Pe3kas oTMeHa mpenapara MOXET BbI3BaTb 00OCTPEHHE CHMIITOMOB 3a00JIEBaHHUSI M pa3BUTHE
THPEOTOKCUIECKOTO KpH3a.

Peaxyuu eunepuyecmeumenvrocmu

bera-anpeHoOnokaTopel, BKIOYas OHCOMPONION, MOTYT TIOBBICUTH YYBCTBUTEIBHOCTH K
aJylepreHaM M THKECTh aHa(QUIAKTHYCCKUX pPeaKIIHid/peakiuii TUIEPYyBCTBUTEILHOCTH H3-3a
ociia0JeHusi  aJAPEHEePrHYeCKO  KOMIIEHCATOPHOW  peryisuud T1oJ JeicTBueM  Oera-
aapeHoOnokatopoB. [I[puMeHeHne 00BIYHBIX TEpANIEBTUUECKHX /103 dNMHe(pprHa (aApeHanHa) Ha
done mnpuema OeTa-apeHOOTIOKATOPOB HE BCErJa MPUBOAMT K JIOCTHIXKEHUIO KEIaeMOro
kimHnYeckoro ¢ dexra. Heodxoammo cobmoaaTh OCTOPOKHOCTD TPH HA3HAYCHUH OMCOTPOII0IIa
MAIUEHTAM C TSDKETBIMU PEaKIIUAMHU THIICPIYBCTBUTEIFHOCTH B aHAMHE3€ HITH TTPOXO A IITUM KypC
JECCHCUOMITH3AINH.

Iicopua3z

[Tpu pemeHuM Bompoca O MPHUMEHEHHWH OHWCOIMpPOJIoNia y TAIMEHTOB C IICOPHA30M CIIEAYeT
TIIATEITLHO COOTHECTH TPEIoaraeMyro ToJIb3y OT IPUMEHEHHS MpernapaTa ¥ BO3MOYKHBIA PUCK
00oCTpeHus TeueHus Tcoprasa.

Konmaxmmnuie nun3vi

[TarueHTsl, MONB3YIOUIMECS KOHTAaKTHBIMM JIMH3aMM, JOJDKHBI YYMTHIBaTh, 4TO Ha (oHe

pUMEHEHHUs OeTa-aJpeH00I0KaTOPOB BO3MOXHO CHUKEHHE MPOIYKIINH CIE3HOM KUIKOCTH.
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4.5. B3amMmopaeiictTBHUe € JPYrumMu nexapcmennm%‘qﬁﬁ% E%Jngppt#'::ﬂ-t)uf‘pi‘é"ﬂt;ﬁnbl

B3aHMOHeﬁCTBHH
HeDeKOMeHI[VeMbIe KOMGI/IHaL[I/II/I

Jlewenue XCH

AHTuaputMuyeckue cpexacrtsa | kmacca (Hampumep, XUHHAWH, IU3OMHpPAMU, JIMJOKaWH,
dbenuTonH; QrekanHu, MponapeHoH) MPH OJHOBPEMEHHOM MPUMEHEHUH C OMCOTIPOIOTIOM MOTYT
CHI)KATb aTPUOBEHTPUKYJISIPHYIO IPOBOJUMOCTb U COKPAaTUTENIbHYIO CIIOCOOHOCTh CepAlia.

Bce nokasanus k npumenenuro buconponona

brokaropsl «meieHHBIX» KanbliueBbiX kaHajaoB (BMKK) Ttuna Bepanmamuia u, B MeHbIIEH
CTETIeHH, TUITHA3EMa, TIPH OJTHOBPEMEHHOM MPUMEHEHUH C OMCOTPOIIOIOM MOTYT MPUBOAMTH K
CHI)KEHHMIO COKPATUTENbHOM CIIOCOOHOCTH MHMOKapAa M HapyLIEHUIO aTPUOBEHTPHUKYJSPHOU
MPOBOAMMOCTH. B yacTHOCTH, BHYTpHUBEHHOE BBEICHIE BeparaMuia rnaiyueHTam, IpUHUMAaIOIIUM
Oera-aapeHOOIOKATOPbI, MOXET MPUBECTH K BBIPAKEHHOW apTepUAIbHON TUNOTEH3UH U
aTPUOBEHTPUKYIISIPHOH OJ0Kae.

['unoTeH3uBHbIE CpeACTBa ILEHTPAIbHOIO JEHUCTBUS (Takue KakK KIOHMJWH, METHIIJIONA,
MOKCOHMJIUH, PUIMEHHAMH) MOTryT npuBecTH K ypexeHuto YCC U CHUKEHHIO CEepJCUYHOTO
BbIOpOCa, a Takke K Ba30JWiIaTallid BCIEACTBHE CHIDKCHUS IEHTPAIbHOIO CHMIIATHUYECKOTO
ToHyca. Pe3kast oTMeHa, 0COOEHHO /10 OTMEHBI OeTa-aipeHO0I0KATOPOB, MOKET YBEIUUUTh PUCK
Pa3BUTHUS «PUKOLIETHON» apTEPUAIIBHON TMIIEPTEH3HH.

@OUHTOIMMO MOXKET YCHIIUTh OTPHULIATENIbHBIA XPOHOTPOIHBIN 3P deKT OeTa-aJpeH00I0KaTOPOB
U TIPUBECTH K BBIp@XEHHOW Opaaukapaunu. OJHOBpeMEHHOE MNpUMEHEHUEe (UHroIMMoaa H
METOIpoJIojia HE peKkoMmeHayeTcs. B ciydyae HE0OXOOUMOCTH OJHOBPEMEHHOI'O MPUMEHEHUS
¢uHroaMMoaa u Oucomnponoia Tpedyercs THIaTeIbHOE HAOIIOJEHHE 3a COCTOSTHUEM MallleHTa.
PexomeHnayeTcss HaumHaThb KOMOWMHHMPOBAHHYIO TEpamuil0 B YCIOBUSAX CTallMOHAapa U
OCYILECTBIISATh COOTBETCTBYIOLIMM MOHUTOPHUHI (MOKa3aH JUIMTeNbHbIM KoHTpons YUCC, mo
MEHBIIEH Mepe, J0 yTpa CIEAYIOIEero JHS I[Ooclie MEepBOro OJHOBPEMEHHOrO IMpuema
(buHTrOIUMOIa U OUCOTIPOJIOIIA).

KomMmOunanmu, Tpedyromnme 0co00i 0CTOPOKHOCTH

Jleuenue apmepuanvHou cunepmensuy U CmeHoKapouu

AHTHapUTMHYECKHE cpeacTBa | Kkimacca (Hampumep, XWHHJIWH, JTU3OMHPAMUJ, JIATOKAWH,
dbenutounn; GriekanHu I, TponadeHoH) NPy OJHOBPEMEHHOM MPUMEHEHHH C OMCOTIPOIOIOM MOTYT
CHI)XATh aTPUOBEHTPHUKYISPHYIO TPOBOAUMOCTh M COKPATUTENBHYIO CIIOCOOHOCTh MUOKAP/IA.
Bce nokasanus k npumenenuio buconponona

BMKK nipou3BoHbIe qUTHAPOTUPHANHA (HanpuMep, HUGETuiH, GET0IUITIH, aMIIOUTINH ) TIPH

OJIHOBPEMEHHOM TIPUMEHEHHUU C OHCOMpPOJIONIOM MOTYT YBEIMYMBATH PHUCK Pa3BUTHUS
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YXYIIIEHUS! COKPATUTENbHON pyHKIMH cepara.

Antuapurmuueckue cpenctsa Il kiacca (Hanpumep, aMuoAapoOH) MOTYT YCHJIMBATh HAPYILICHHUE
aTPUOBEHTPUKYIISIPHON IPOBOJIUMOCTH.

JeiicTBue GeTa-aapeHOOI0KaTOPOB AJIsi MECTHOTO IPUMEHEHUs (HampuMep, TIIa3HbIX Karelb AJis
JICUYCHUsSI TJIAyKOMBI) MOXKET yCHUJIMBATh cHCTeMHBbIe 3¢ (dekTsl Oucomnponona (cHmwkeHue AJl,
ypexxkenne UCC).

[TapacuMIaTOMMMETHUKH MPU OJHOBPEMEHHOM NMPUMEHEHHUH C OHCOIPOJIOIOM MOTYT YCUIIMBATh
HapyIlIeHUEe aTPUOBEHTPUKYIIAPHON IPOBOAUMOCTH U YBEIMYUBATH PUCK PA3BUTHI OpauKapInu.
['unornukeMuyeckoe NeCTBUE UHCYJIMHA WK TUIIOTTIMKEMUYECKUX CPEJICTB Ul [IPHEMA BHYTPb
MOJKET ycuiuBatbes. [Ipu3Haky runorinukeMun, B YaCTHOCTU TaXUKap/Ausl, MOTYT MaCKUPOBAThCS
win nojaBnaTbea. [lomoOHble B3aumopeicTBus 0Ooyiee  BEpPOATHBI MpPU  MPUMEHEHUU
HECEJIEKTUBHBIX 0eTa-a[peHO0I0KaTOPOB.

CpenctBa Juist mpoBesieHUs1 OOLIEN aHEeCTEe3UH MOTYT YBEJIMYUBATh PUCK KapUOJEIPECCUBHOIO
JNEUCTBUSI, TPUBOJAS K aprepuaibHOil rumnoteHzun (cMm. pazaen 4.4,moxapazaen «OcoObie
ykazanus». CepJieuHble MTUKO3UAbI P OAHOBPEMEHHOM MPUMEHEHUU ¢ OMCOMPOIOIOM MOTYT
MPUBOJIUTH K YBEIMUYEHUIO BPEMEHHU IPOBENICHUS HUMITYJIbCa, U TaKUM 00pa3oM, K pPa3BUTHIO
Opanukapaum.

Hecrepounnsie nporuoBocnanutenbubie npenapatsl (HIIBII) Moryt cHu>kaTh runoTeH3MBHBIN
s ekt Gucomnpomnona.

OnHOBpeMeHHOE NpUMEHeHHe Oucomposiona ¢  OeTa-aJpeHOMUMETHKaMH  (Hampumep,
M30IPEHAINH, 10OyTaMUH) MOKET MPUBOAUTH K CHHKEHUIO 3P dekTa 000uX Impernaparos.
Coueranue Oucomposnona ¢ aJpeHOMHUMETMKAMHM, BIMSIONIMMH Ha Oera- u  anbda-
aIpeHopenenTopsl  (Hampumep,  HOpInuHepuH, dnuHEDPUH), MOXKET  YCHJIHMBATh
Ba30KOHCTPUKTOpHBIE 3((EKTbl 3TUX CPEACTB, BO3HHUKAIOIIMX C ydyacTHeM aibda-
aZpeHOPEIENnTOPOB, MpuBOIs K NoBbimieHut0 AJl. [ToqoOHbIe B3auMoieiicTBUS O0Jiee BEPOSTHBI
MIpU IPUMEHEHUH HECEJNIEKTUBHBIX OeTa-apeH00I0KaTOPOB.

AHTUTUIIEPTEH3UBHBIE  CPEACTBA, TaKK€ Kak UM JpyTH€ CpEeAcTBa € BO3MOXKHBIM
AQHTUTUIEPTEH3UBHBIM 3 deKkToM  (Hampumep,  TPULUKIMYECKHE  AHTHJICHPECCAHTHI,
OapOuTyparbl, (QEHOTHA3UHBI), MOTYT YCWIMBaThb THUIOTEH3UBHBIH 3¢pdexkT Oucomnposona.
MednoxuH npu OIHOBPEMEHHOM NPHUMEHEHUU C OHCOIpPOJIOJIOM MOXKET YBEIMYMBATH PHUCK
pasBUTH OpauKapIHH.

WNuruburopsl MonoamuHokcuaazsl (MAQO) (3a uckimoueHneM uHrHOMTOpoB MAO B) moryr
YCWJIMBATh THUIIOTEH3UBHBIN 3(dekT OeTa-aapenodsokaropoB. OTHOBPEMEHHOE NMPUMEHEHHE

TAKXE MOXKCET MMPUBECTU K PA3BUTHUIO TUIICPTOHUYCCKOT'O KpH3a.
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KomOuHamu, KOTOpsIE CIEAYET IPUHUMATE BO BHI/IMaHI/II;I

Ankanoudwsi cnopwviHvu

HerunpupoBanHble  alKaJOWABl  CIIOPHIHBM  TOBBIMIAIOT PHCK  Pa3BUTHUS  HAPYIICHUN
nepuepudeckoro KpoBOOOpalleHUsl. DProTaMuH TOBBIIIACT PUCK PAa3BUTUS HApYyIICHUS
nepuepuIecKoro KpoBOOOpaIICHHS.

DapmarokuHemuyeckue 63aumMo0eticmsusl

B dapMakoKMHETHYECKUX WCCIICOBAHMSIX HE BBIABICHBI B3aWMOJCHUCTBUS OHCOMpOJIONA C
TUA3UJIHBIMH JUYPETHKAMH, TaKMMH KaK THIPOXJIOPOTHA3WI M IUMETHUIWH. bucomposon He
okazeiBas d(pdexkra Ha  (papMakoKMHETHKY TeodwimHa. PudamnuH  yBenmuuuBaeT
MeTabOIMYECKUN KIIMPEHC U YKOpaduBaeT nepuoa noinyseiBeneHus (T12) Oucompoiona, oaHaKO
KOPPEKIIMH JI03bI IIperapara He TpedyeTcs. brucornponon He BiuseT Ha MpOTPOMOMHOBOE BpEMS y

ManueHTOB, INOJTYYatOIIUX CTa6I/IJ'IBHy1-O A03y Bap(bapI/IHa.

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTDb U JIAKTALMS

bepeMeHHOCTB

®dapmaxonoruueckue 3PppexTsl OMconpoIIosia MOTyT OKa3aTh HEOIAronpusATHOE BO3/IEHCTBHE HA
TeyeHue OepeMEHHOCTH M OpraHM3M IIJI0J[a/HOBOPOXKAeHHOr0. B 1iesiom, 6era-aapeHo610KaTopsl
CHIDKAIOT KpPOBOTOK B IUIAIIEHTE, YTO MOXET TMPHUBOJUTH K 3aJlepXKKE pocTa IUIoja,
BHYTPUYTPOOHOI THleny mioja Wik NpexaAeBpeMEHHBIM pojiaM. Y IJI0Jja U HOBOPOKIEHHOIO
MOTYT pa3BUBAThCs HEXKENATENIbHBIE SIBIEHUS (HapuMep, TUIIOTIMKeMus U Opanukapaus). [lpu
HEOOXO/MMOCTH JIedeHus Oera-aJ[peHOOJI0KaTopaMHu  MPEANOYTeHHE CleAyeT OTAaBaTh
CEJIEKTUBHBIM O€Ta1-aIpeHO0I0KATOPaM.

[Ipu OepeMeHHOCTH OHCOMPOJION CJENYyeT MPUMEHSATh TOJIBKO B ciydyae aOCONIOTHON
HEOO0XO/IMMOCTH, €CIIU OXKHJaeMasi 1oJib3a JJIsi MaTepu MPEBBIIIAET BO3MOXKHBIM PUCK pa3BUTHUS
no00YHbIX 3P (HEKTOB y IUIOAA W/WIM HOBOpoOXKAeHHoro. CrenyeT OTCIeXHBAaTh KPOBOTOK B
MJIAIleHTE M MaTKe, a Takke HaOJI0IaTh 3a POCTOM W pa3BUTHEM Oyaymiero pedeHka. B ciaydae
TIOSIBJICHHSI HE)KEJIaTeIbHBIX SBICHUH B OTHOIICHUH OEPEMEHHOCTH W/WIIH TUTO/Ia PEKOMEHTyeTCs
NPUMEHSTH aJbTEPHATUBHBIE METO/IbI TEPATUH.

Crenyer TuiateabHO 00cae10BaTh HOBOPOXKJICHHOTO IOCie POAOB. B mepBbie TpU JHS KU3HU Y
HOBOPOXKJIEHHOTO MOT'YT BO3HUKATh CHMITTOMBI OpaKapAHH U TUTIOTIIMKEMHUH.

JlakTanus

[To maHHBIM TOKIMHUYECKUX MCCIEIOBAaHUNA OMCOMPOIION U/WIN €ro MeTabOIUThI BBIJCISIOTCS B
MOJIOKO JIAKTHPYIOLIUX KpbIC. JIaHHBIX O BBIAETICHUM OMCOMNpPOJIONa B TPYAHOE MOJIOKO HET.

[Toaromy mpuem Oucomposiona HE PEKOMEHAYeTCs JKEHIIMHaM B TEepuoja TPYAHOTO
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BCKapMJIMBAHUE CIEAYET MIPEKPATUTD.

4.7. BansiHue HAa CMOCOOHOCTH YNPABJATHL TPAHCIOPTHBIMU CPeACTBAMHM M PadoTaTh C
MeXaHM3MaMH

[TpumeHeHne O6HUCOMPOIIOTA HE BIUSAET HA CIIOCOOHOCTD YIPABIISATH ABTOTPAHCIIOPTOM COTJIACHO
pe3ynbTaTam uccaeaoBanus y naurentos ¢ UBC. Onnako BeiiencTBre MHAMBUTYAIbHBIX PEaKIUi
CIIOCOOHOCTh  YNpPaBJATh AaBTOTPAHCIOPTOM WM paboTaTh C TEXHUYECKH CIIOKHBIMU
MeXaHU3MaMH MOKeT ObITh HapylieHa. Ha 3to cnexyer oOpatuth ocoboe BHUMaHHE B Hadaje

JICUYCHU, ITOCJIC U3SMCHCHUS 103bI, 4 TAKXKE IIPpU OJHOBPEMCHHOM y1'[OTp66JICHI/II/I AJIKOI'oJi4.

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HexkenaTeIbHBIX PeaKIUM

YactoTa HeXenaTeabHBIX pPEaKIUil, NPUBEACHHBIX HUXKE, OIPEAEsIach COOTBETCTBEHHO
crenyromeMy: o4eHb yacTto (> 1/10); gacto (> 1/100, no < 1/10); vewacto (> 1/1000, mo < 1/100);
peako (> 1/10 000, mo < 1/1000); ouens peako (< 1/10 000); yacTora Heu3BecTHA (HE MOXKET OBITh
OILICHEHA HAa OCHOBE MMEIOIIUXCS JIaHHBIX ).

Ilcuxuueckue napywenus

Heuacmo: nenpeccusi, 06CCOHHUIIA;

Peoxo: ranionHanum, HOYHbIE KOLIMAaph.

Hapywenus co cmoponwl HepeHoti cucmembl

Yacmo: TOI0BOKPYKEHUE, TOJIOBHAs 00JIb;

Peoko: moteps cozHanwusl.

Hapywenus co cmoponwl opeana 3penus

Peoxo: ymeHblieHHE Clle30TeUeHHs (ClIeAyeT YUUTHIBATh IPH HOILIEHUH KOHTAKTHBIX JINH3);
Ouenb peoko: KOHBIOHKTHUBUT.

Hapywenus co cmoponvl opeana ciyxa u nabupunma

Peoko: HapymieHus ciyxa.

Hapywenus co cmoponul cepoya

Ouenwv wacmo: 6pagukapaus (y nanueHtos ¢ XCH);

Yacmo: ycyryonenne cumntomoB TeueHns XCH (y nmanuenTtos ¢ XCH);

Heuacmo: napyiieHue aTpUOBEHTPHUKYJISIPHOW NMPOBOAMMOCTH, Opanukapaus (y MaIlMEeHTOB C
apTepuanbHOI TUIIEpTEH3UeH WM CTeHOKapaueil), ycyryonenue cumnromoB tedenus XCH (y
MAlMCHTOB C apTePUATILHON THIEPTEH3UEH WM CTCHOKapIueH).

Hapywenus co cmoponwsl cocyoos
11
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Yacmo: olylnieHUe MOXOJOAaHUS I OHEMEHUS B Koﬁgf;&cqul';ﬁﬁa]_mh@é:én 5{'(91;1;'6; IAZ[

ocoOeHHo y nanuentoB ¢ XCH;

Heuacmo: oprocTaTnueckasi TMIOTEH3HSL.

Hapywenus co cmoponsl OvixamenbHOU cucmemsl, Op2aHo8 epyOHOU KIemKU U CPeOOCMeHUs
Heuacmo: 6poHxocnasM y NalyueHToB ¢ OpOHXHATBLHOM aCTMOM UM OOCTPYKIUEH JIbIXaTENbHbBIX
IIyTe B aHAMHE3E;

Peoko: annepruueckuil puHHMT.

Kemyoouno-kuuieunvie HapyuieHus

Yacmo: TOIHOTA, PBOTA, IUAPEs], 3a10p.

Hapywenus co cmoponvl neuenu u y#cenuesbleo0auux nymeti

Peoko: renarur.

Hapywenus co cmopoHbl KodHcu 4 NOOKOICHBIX MKAHel

Peoxo: peakuuu rUnepuyBCTBUTEIBHOCTH, TaAKHE KaK KOXHBINA 3y, ChHIb, TUIIEPEMHUS KOKHBIX
MOKPOBOB ¥ aHTHOHEBPOTHYECKHH OTEK;

Ouenb pedko: ajonenus.

bera-anpeHo010KaTOpb MOTYT CIIOCOOCTBOBATH OOOCTPEHHUIO CUMIITOMOB TE€UEHHUS TICOpUa3a HIn
BBI3bIBATh IICOPUA30II000HYIO CHIIlb.

Hapywenus co cmoponwl mbiuieunotl, CKkeiemHol U cOeOUHUmMenbHOU MKaHu

Heuacmo: MplieqHast cnadocTh, CyA0POTH MBIIIII.

Hapywenus co cmoponwl penpo0ykmusHou cucmemvl i MOJTOYHBIX JHcelle3

Peoko: spextunbHas AUCHYHKIIHS.

Obwue napywenus u peakyuu  mecme 68e0eHUs.

Yacmo: actenus (y nauueHToB ¢ XCH), moBbIlIeHHAs yTOMIISIEMOCTH™;

Heuacmo: actenus (y MalMeHTOB C apTepuaibHON TUIIEPTEH3UEH WU CTEHOKapaAnen).
Jlabopamophvie u uncmpymenmanvHovle OaHHble

Peoxo: moBbIIIIeHNE KOHIICHTPAIIUN TPUTIUIIEPHIOB U aKTUBHOCTH «I1€YEHOYHBIX)» TPaHCAMHUHA3
B KpoBH (acniaptatamuHoTpancdepasa (ACT), amannaamuHoTpancdepasa (AJIT)).

* V manueHToB ¢ apTepHalbHOW TMIIEPTEH3MEH WM CTEHOKapJuel OCOOEHHO 4acTo JaHHbIE
CUMITOMBI TIOSBIISIIOTCS B Havyalie Kypca JieueHus. OOBIYHO TH SBJICHHS HOCST JICTKUN XapakTep

Y IPOXOJIAT, KaK MPaBUJIO, B TeUeHUe 1—2 Heaenpb 1ocie Hadasa JICYEHHUs.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno cooOmarh 0 TOM03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX T[OCIe PEerucTpaluu
JIEKapCTBEHHOT'O Tperapara ¢ 1eabi0 00ecnedeHrs HenPepbIBHOIO MOHUTOPUHTA COOTHOILICHUS

«I0J1b3a — PHUCK» JIEKAPCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pEeKOMEHAYEeTCs
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Yyepe3 HalMOHABHBIE CUCTEMBI COOOIICHHS O HEXKEIATeIbHBIX PEAKIUSAX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOIr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciayx0a 1Mo Haa30py B chepe 3apaBoOOXpaHEHUS

109012, r. Mocksa, CriaBsiHCKast miiomaib, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

E-mail; pharm@roszdravnadzor.qgov.ru

Be0O-caiit: https://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMOTOMBI

HaubGonee wacTele CUMOTOMBI mepeao3upoBKu: AV 0Oiokaga, BbIpaKeHHas Opaaukapius,
BeIpa)KeHHOE CcHkeHne AJl, OpoHxocmasM, ocTpas cepledHas HeIOCTaTOYHOCTh U
THUIIOTJIMKEMMU .

UyBCTBUTEIBHOCTh K OJHOKPATHOMY IPHUEMY BBICOKOW /03Bl OMCOIPOJIONa CHIBHO BapbUPYeET
Cpeau OTHEIbHBIX MAIMEeHTOB M, BeposATHOo, namueHTsl ¢ XCH o0namaoT BBICOKOM
YYBCTBUTCIIbHOCTBIO.

Jleuenue

[Tpy BOBHUKHOBEHMH MIEPEO3UPOBKH, IPEKIE BCET0, HEOOXOAMMO MPEKPATUTh ITPUEM ITpernapara
Y HayaTh MOJIACP>KUBAIOLIYI0 CUMIITOMATHYECKYIO TEPAIHIO.

[lpu BbIpakeHHOW OpaaWKapAWW: BHYTPHUBEHHOE BBeleHHE arponuHa. Ecmm sddekr
HEJIOCTaTOYHBIH, C OCTOPOKHOCTBIO MOKHO BBECTH CPEICTBO, O0JIAJAOIIEe IMOJIOKUTETEHBIM
XpOHOTPONHBIM  JieficTBueM. MHorma MokeT mOTpeOOBaThCS BpeMEHHas IOCTaHOBKA
AIIEKTPOKAPIUOCTUMYIIATOPA.

IIpu BeIpakeHHOM CHMXEHMHU AJ[: BHYTPMBEHHOE BBEJICHHE IJIa3MO3aMEIIAIONINX PACTBOPOB U
Ba30MPECCOPHBIX  TpEmapaToB. BHyTpUMBEHHOE BBEJCHHUE TJIIOKAaroHa MOXKET  OBITh
EJIeCO00Pa3HBIM.

[Ipy aTpUBEHTUKYISApPHON OJioOKaje: MalMEHThl JOJDKHBI HAXOOUTHCA TMOJA TOCTOSHHBIM
HaOJIF0ICHHEM | TIOJTy4JaTh JICYeHHE OeTa-aIpeHOMIUMETHKAaMH, TAKIMH Kak smrHepuH. B ciydae
HEOOXOIMMOCTH — TIOCTAHOBKA JIEKTPOKAPIUOCTHMYJIISTOPA.

[Ipu o6octpenun teuenuss XCH: BHYTpHUBEHHOE BBEJICHHME JAWYPETHUKOB, NpPENapaToB C
MOJIOKHUTEIBHBIM HHOTPOITHBIM 3(PPEKTOM, a TaKKe Ba30IUIaTaTOPOB.

[Ipu Oponxocma3zme: Ha3Ha4YCHHE OPOHXOAWIATATOPOB, B TOM YHCIE O€Taz-apeHOMHMETHKOB

W/Uy aMUHO(UIUTHHA.
13


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/

COOTEBETCTEYET 3KI(
ot 04.07.2025 N2

';»)En ATENEHO IE Tb 0002)

MY OTUETY

(nac
[Ipu runornukeMun: BHyTPUBEHHOE BBEJICHHE ﬂeKCTposf,Wrmo

5. ®APMAKOJIOTHUECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHYeCKHe CBOMCTBA

®dapMakoTepaneBTUYECKas rpynna: OeTa-apeHo0I0KaTOPHI; CEJICKTUBHbBIE Oera-
aIpeHOOIOKATOPHI.

Koxg ATX: CO7AB07

MexaHusM aeiictsus 1 dhapMakoauHaMuueckue 3¢ dheKThl

CenexTuBHbII OeTai-aapeHob10kaTop 6€3 COOCTBEHHON CUMIATOMUMETHYECKON aKTUBHOCTH, HE
obsamaeT MeMOPaHOCTAOUITU3UPYIONIUM JelHCcTBUEM. bucomposnon B TepanmeBTHUECKHX J103aX
o0ajaeT HE3HAYMTENBHBIM CPOJCTBOM K Oe€Taz-aJipeHOpelenTopaM BHYTPEHHUX OpPraHOB
(momxenymouHas jxkesne3a, CKeJIeTHbIC MBIIIIIBI, I1aJIKasi MycKynaTypa nepugepudecKkux apTepui,
OpOHXOB M MaTKH), a Takke K O0eTaz-aJpeHOpelenTopaM, YYacTBYIOIIUM B pEryisluu
metabomm3ma. CremoBarenbHO, OucOmpoyionn (B OTIMYKME OT HECCNICKTHBHBIX — Oera-
aIpeHOOJIOKATOPOB) B IEJIOM HE BIMSAET HA COMPOTHBIICHUE JIBIXATEIbHBIX MYyTEH, OKa3bIBaeT
MEHEee BBIPRKEHHOE BIMSIHHE Ha OpraHbl, COJep)Kaliue OeTaz-aJpeHOPELenTopbl, U Ha
YIJIEBOAHBIM OOMEH, HE BBI3BIBAET 3aJIEP’KKM HMOHOB HATpUs B OpraHu3Me. BbIpakeHHOCTH
aTEepOreHHOro JecTBHs Oucomposoja HE OTIMYaeTcs OT JAeMcTBHs mpompaHonona. B
TepaneBTUYECKHUX J103aX OMCOMpPOJIosl OJOoKUpyeT OeTai-aJpeHOPEIENnTOPhl Cep/ala, YMEHbBIIAET
CTHUMYJIMPOBAaHHOE KaTexojJaMuHaMu oopazoBanne TAM® u3 AT®, cHIKaeT BHYTPUKIETOUHBIN
TOK MOHOB KaJIbIIMsl, OKa3bIBaeT OTPULIATEILHOE XPOHO-, IPOMO-, 0ATMO- 1 HE SIBHO BBIPAXKEHHOE
uHoTpornHoe neiictBue. buconponon ymenbmaer YCC B mokoe W MpH Harpyske, 3amMemsisieT
ATPUOBEHTPUKYISIPHYIO TPOBOJAMMOCTh, YMEHBIIAET BO30YAMMOCTh MHOKapaa. CHmxKaer
cepAeyHbli BBHIOPOC, B HE3HAUUTENBHOW CTENEHM CHMXKAET YAApHbIH 00BbeM. YMeEHbIIaeT
noTpeOHOCTh MUOKap/ia B KUCIOPO/IE, CHIYKAET aKTUBHOCTh PEHUHA IJ1a3Mbl KPOBH.

B nauane nedyenus B mepBhie 24 yaca mociie mpuema Oucomposoia odimiee mepudepuyueckoe
cocyauctoe comnporupienue (OIICC) Heckonbko yBenuyuBaeTcs (B pe3ysbTaTe PeLUIpPOKHOTO
BO3pacTaHus aKTUBHOCTH anb(da-agpenoperentopoB). Yepes 1-3 cyrok OIICC Bo3Bpamiaercs k
ucxonnomy. IIpu amurensHoM Tepanuu u3HavanbHO noBbimieHHOe OIICC cHuxaercs.
MakcumanbHbIi TeMoguHaMudeckuil 3G PexT mocturaercs yepes 3—4 gaca mocie npuéMa BHYTPb.
[Tpu npumenenuu 1 pa3 B CyTKH TepaneBTHUECKUN 3P (PeKT O1conmposoa COXpaHsIeTcs B TEUEHNE
24 gacos Omaronapst 10—12 yacoBomy nomyBbiBeneHuto (T1/2) U3 M1a3MbI KPOBH.

Bucomnpomnon o6iagaer TakuMH ke IeKTPOU3NO0IOorHuecKuMu 3 dexramu, Kak u Apyrue Oeta-
azpeHoOokaTopel. B anekTpodusnonornyeckux uccienoBanusx Oucomnposon ypexan UYCC,

yYBEJIMYUBAI BpeMsl TMPOBEACHHUS U  pedpakTepHble MEpPHOAbl CHHOATPUATIBHOTO U
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aTPUOBEHTPUKYJSIPHOTO y370B. OTMmeuaercs yzLJII/IHeH'-llgg‘I :HMgBT%'I-LIT' "be' 4 Ualoxe

koppurupoBannoro uarepsaia QT (QTc) na DKI (B npenenax HOpMAIbHBIX 3HAYCHUI ).
buconponon oxa3plBa€T AHTUTMIEPTEH3UBHOE, AHTHMAPUTMUYECKOE U aHTUAHTMHAJIbHOE
JIICUCTBUE.

MexaHu3M  aHTUTUIIEPTEH3UBHOTO  JIEHCTBUS  OHMCONpOJIONa HW3Y4eH HE  IOJHOCTHIO.
AHTUTHIIEPTEH3UBHBIN 3P PEKT MOKET OBITh CBS3aH C YMEHBIIIEHHEM MUHYTHOTO 00BheMa KPOBH,
CHUMITATUYECKON CTHUMYISAUN NEepupeprudeckux COCYIIOB, CHIKCHHEM COJEp)KaHHs PEHUHA B
11a3Me KpOBH U aKTUBHOCTH PEHUH-aHTHMOTEH3MHOBON CHUCTEMBI (MMeeT OOJIbIIoe 3HaYCHUE IS
MAlMEHTOB C MCXOJHOM Tunepcekpenueil peHuHa), BOCCTAHOBJICHHEM YYBCTBUTEIbHOCTH
OapopelenTopoB AYT'H aOpThl B OTBET Ha CHIKEHUE A/l U BIMSHUEM Ha LIEHTPAJIIbHYIO HEPBHYIO
cucremy (IIHC). Ilpu aprepuasibHON TurepTeH3un 3(QQekT HacTymaer depe3 2-5 JHEH,
MakcUMaibHOe cHKeHue A/l nocTuraeTcs, Kak mpaBuiio, uepes 2 Heeau Moclie Havyama JeueHusl.
AHTUAHTHHATBHBIA 2P PEeKT 00YCIOBIEH YMEHbBIIIEHUEM NMOTPEOHOCTH MHOKapAa B KUCIOPOE B
pesynbrare ypexenus YCC, HE3HAUUTEIBHOIO CHUKEHHS COKPAaTUMOCTH, YIJIMHEHUEM
JMacTOJbl, yinydlieHueM nepdysun muokapaa. [Ipu ogHOKpaTHOM MPUMEHEHUHU Y NAIlUEHTOB C
NBC 6e3 npuznakoB XCH Oucomnpomnon camkaetr YCC, ynapHbsiit 00bE€M cepiia U, Kak Cle/ICTBUE,
yMeHbIaeT Gpakiuio BeIOpoca U MoTpeOHOCTh MUOKAp/Aa B KHUCIOPO/IE.

AHnTunapurMuuyeckuit 3¢(eKkt 00yciIoBIeH yCTpaHEHUEM apUTMOTE€HHBIX (aKTOPOB (TaXUKapAHH,
MOBBIIICHHOW AaKTUBHOCTH CHUMIATHUYECKOH HEPBHOW CHUCTEMBI, YBEJIWYEHHOTO COJIEpHKaHUS
HAM®, aprepuanbHOW THUMEPTEH3MH), YMEHBIIEHHEM CKOPOCTH CIOHTAHHOTO BO30YXKICHHUS
CHHYCHOTO M DOKTONMYECKOTO0 BOAMUTEIEW pUTMA W 3aMEUICHHEM aTPUOBEHTPHUKYJISAPHOTO
npoBeJeHUs (MPEUMYIECTBEHHO B AHTErPaJHOM U, B MEHbIIEH CTENEHU, B PETPOrpaHOM

HAIpPAaBJICHUSAX YePe3 ATPUOBEHTPUKYJISPHBIN y3€I1) U 10 AOMOJHUTEIbHBIM ITYTSIM.

5.2. ®apmakoKMHeTHYECKHE CBOIiCTBA

AOGcopOuus

bucomnponon moutu nomHocThio (6osee 90 %) BcackiBaeTCs M3 JKEMyTOYHO-KUIIEYHOTO TPAKTA.
Ero OMOAOCTYMHOCTH BCIEACTBHME HE3HAUMTENHHOW  METa0OJM3allMU <«IIpH  MEPBOM
MPOXOXKACHUNY Yepe3 eueHb (Ha ypoBHe npumepHo 10 %) coctaBnser okono 90 % nmocne npuema
BHYTpb. [IprueM mumm He BIUSET Ha OMOIOCTYIMHOCTh. BUCOPOION 1EMOHCTPUPYET JTUHEHHYIO
KHHETUKY, NMPUYEM €Tr0 KOHIICHTPAIMHM B IIa3Me KPOBU TPOIOPITMOHATIBHBI MPUHATON J103€¢ B
nuana3one oT 5 1o 20 mr. MakcumanbHass KOHUEHTPAUS (Cmax) B TIa3Me KPOBHU JIOCTHTACTCS
yepes 23 yaca.

Pacnopenenenue
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CBs3b ¢ OemKaMu TUTa3Mbl KPOBH TocTHraeT mpumMepHo 30 %.

Buorpancdopmarus

Metabonu3upyercs o OKUCIUTENILHOMY ITyTH 0e3 ocieayronieil Konbtoranuu. Bece MetaboauTs
HOJISIPHBI (BOJOPACTBOPUMBI) U BBIBOAATCS Moukamu. OCHOBHBIC META00IUTHI, 00HAPYKUBAECMbIC
B IJIa3Me KPOBH U MOYE, HE MPOSBIIAIOT (papMaKoIOruyecKoi aKTUBHOCTHU. JlaHHbIe, TOTy4YeHHbIE
B pe3yJibTaTe SKCHEPUMEHTOB C MHUKPOCOMAaMH IIEUEHH YeIOBEKa in Vitro, MOKa3bIBAIOT, YTO
OuCOMPOIIOT METAOOIU3UPYETCsI, B IEPBYIO o4epe b, ¢ momolisio n3odpepmernta CYP3A4 (okoio
95 %), a m3odepment CYP2D6 urpaer nuiilb HE3HAYUTETHHYIO POJIb.

DJIMMHUHALHS

Knupenc Owucompornona ompenensercss paBHOBECHEM MEXIy BBIBEJCHHEM IIOYKaMHU B
HeuzMeHeHHOM Buje (okoio 50 %) u Metabonu3zMom B niedeHu (okoso 50 %) mo meTabonuTos,
KOTOpBIE TaKXe BBIBOAATCS TMoukamu. OOmui knaupeHc coctaBuser 15 n/u. Ilepuon
nonyBbiBenenust (Ti2) — 10-12 wacoB. OrcyrctByer uHdopMmanms 0 (GapMaKOKUHETHKE
6uconpomnona y nanuenToB ¢ XCH u o1HOBpeMEeHHBIM HapyIIeHHEM (yHKITH IIEYSHH UITH TIOYEK.

Oco0nIe I'pYIIIBI NAIIMCHTOB

Hapywenue ¢pynxyuu novex

B uccrnenoBanuu y manMeHToB ¢ nmo4yeuHoi HepocTaTouHocThio (cpeannit KK 28 mn/mun) 65110
noka3ano, uto cHukenue KK conpoBoxnaercs yBennuenueM Cmax, AUC (ruoniaap noa KpuBon
«KOHIEHTpanus-BpeMs») u Tz Oucomponona. ITockonbKy KIMpeHC Oucomposoia B paBHOM
CTETIEHU OCYIIECTBIISAETCS MOYKAMU M MEYEHBIO, CYLIECTBEHHOW KyMyJSLUMU Oucomposona y
MAlMEHTOB C JIETKOM M YMEPEHHON CTENEHbIO0 MOYEYHOM HEAOCTATOYHOCTH HE oTMmedaeTrcs. B
cirydae Tsbkenoi noueyHoi HegpoctarouHocTH (KK <20 Mit/MUH) KyMyISiust MOXKET IPOUCXOAUTD
Y 1032 IIperapaTa He JOJDKHA npeBbimarh 10 Mr B CyTKH.

Hapywenue ¢ynxyuu neuenu

VY manuMeHToB ¢ LUPPO30M MEYEHH OTMEYaeTcs BbICOKas BapHaOeNIbHOCTh U 3HAUYUTEIHHOE
3aMeJIeHHe AMMMHUHALIMU 110 CPAaBHEHUIO €O 30pOBbIMU J1t01bMH (T1/2 Oncomnposiona cocTaBiser
ot 8,3 10 21,7 yacoB). Knuauuyecku 3Ha4MMble pa3indust (papMaKOKMHETUKH MEXY MallieHTaMu
C HOpPMaJbHOM W HapylIeHHOW (yHKIMEH INeYeHW He BbIABIEHBL.. B ciydae BbIpaskeHHOMH
MEYEHOYHON HEJIOCTATOYHOCTH MOXKET MPOUCXOANTh KyMYJISIUs, U Jl03a MpernapaTa He JI0JDKHA
npeBbIaTh 10 Mr B CyTKH.

XCH

V¥ nanuentoB ¢ XCH Il ¢pynkunonansHoro kinacca no kinaccuduxanuu NYHA Oblin oTMeueHbl
OoJiee BBICOKOE coJepkaHue OUCOIpoIIoa B IUla3Me KPOBU U yBeJIU4eHHbIN T1/2 IO cpaBHEHHUIO

€0 370poBbIMU 10OpOBOJIbIIAMH. Cimax OMCOIIPOIIONA B MJIa3Me KPOBU B PABHOBECHOM COCTOSIHUU
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coctaBimsieTr 64 + 21 Hr/MJI Tpu CYTOYHOM [103€ 10 %-E/;"cgﬁgﬁbﬁ 47 s 5" a0,

dapmakokrHeTHKA Orconpoioa y narueHToB ¢ XCH u conyTCTBYIONMMM HApYIICHHEM (yHKIIUH
NICUCHH WJIH MTOYEK HE M3ydaach.

Tloorcunoti ospacm

Y NanuMeHTOB MOXHIIOTO BO3pacTa OTMEYACTCS HE3HAYMTEIbHOE YBEIMYCHHE HEKOTOPBIX
dapmakokuHetnueckux mokaszareneit (Tiz, AUC, Cmax) Oucomposiona 1o CpaBHEHHUIO C
MOJIOJIBIMHU TIAIIUEHTAMH, TPEANOIIOKUTEILHO B CBA3U C BO3PACTHBIM CHIKCHHEM IOYCUHOTO
kaupeHca. OJHAKO J3TH pa3inius HE SBISIOTCS KIMHUYECKH 3HAYMMBIMH U HE TPEOYIOT

KOPPEKLHHU 03Bl OHCOIPOIIoa.

6. PAPMAIIEBTUUYECKHE CBOMCTBA
6.1. Ilepeuenb BcIOMoOraTe/ibHbIX BelIECTB

Buconponon-JIEKCBM, 5 mr, Ta0JeTKH, DOKPBITHIE IIEHOYHONH 000JI0UYKOM

[enmros103a MUKPOKpUCTATIMYECKAS

Kpaxman Kkykypy3HbIi

Kpockapmenno3a Harpust

Kpemuust 1MOKCH KOJITTOUAHBIN

Marnus creapar

Cocmas obonouxu

Omnanpaii 11 85F 24286: ciupt nmonuBuHMWIOBBIN, Makporos 4000, TuTaHa TMOKCHI, TAJIBK, JKelie3a
OKCH/I KEJITHIH, jKelie3a OKCUJ KPacHBIN, kKejne3a OKCUJ] YEPHBIH.

Bucomponon-JIEKCBM, 10 mr, TabaeTKy, HOKPLITEIE IIEHOYHOU 000JI0UYKOMI

[emnros103a MUKPOKPUCTATITMYECKAS

Kpaxman Kkykypy3HbIi

Kpockapmennosa narpus

Kpemuus nuokcua KoJsIOUIHbIN

Marnus creapat

Cocmas obonouxu

Omnanpaii I 85F 24297: cnupt nosmBuHWIOBBINA, Makporosa 4000, TuTaHa AUOKCHI, TAJbK, Kee3a

OKCH/J )KCHTBIﬁ, KEJIE3a OKCH KpaCHBIﬁ.

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )
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3 rona.

6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Bbiie 25 °C.

6.5. XapakTep u cofep:kaHHe MEPBUYHOI YIAKOBKH

[To 10 TabneTok B GuMCTep U3 MICHKH MOJUBUHIIXJIOPUIHON U (POJIBTU aTFOMUHHUEBOA.

2, 3,5, 6w 10 61MCTepOB BMECTE C MHCTPYKITUEH 110 MEAUITUHCKOMY TPUMEHEHHUIO IIOMEIIAIOT
B [IAUYKy KApTOHHYIO.

He Bce pa3meps! yriakoBOK MOTYT OBITh IOCTYITHBI JUIS PEaTH3alHH.

6.6. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUus

JJEKAPCTBCHHOI'0 Ipenmapara v IPyru€ MaHUuMyJasiiuu € nmpemaparom

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanns

00O «ITPOTEK-CBM», 115201, r. Mocksa, Kammupckoe m1. a. 22, kopi. 4, ctp. 7.
Ten. 8(495)-231-28-61

e-mail: info@protek-svm.ru

7.1. IIpeacTaBUTE/Nb AEPKATE/S] PETHCTPALMOHHOIO YA0CTOBEPEeHHUs!

[IpereH3un HOTD66I/IT6JICI>'I HaIpaBJIITh 110 aApecy.

Poccuiickas @enepanus
000 «(TPOTEK-CBM», 115201, r. MockBa, Kammpckoe m1. a. 22, xopr. 4, cTp. 7.
Ten. +7(495)-231-28-61

e-mail: info@protek-svm.ru

8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHU S

9. JATA MEPBUYHOI PETMCTPALIMM (ITOJTBEPKIEHUSI PETMCTPALINH,
MEPEPETUCTPAILIVN)
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JlaTa nmepBoii peructpanuu:

10. JATA NEPECMOTPA TEKCTA

OOmasi xapakTepucTuka JieKapcTBeHHoro mpemapara buconponon—J/IEKCBM pocrynHa Ha
uHpopMaMoHHOM mopTaie EBpa3uiickoro 5SKOHOMHYECKOrO coOko3a B HHGOPMAIMOHHO-

KOMMYHHUKAIIHOHHOU cetn «MuTepHeT» http://eec.eaeunion.org/

19


http://eec.eaeunion.org/

