COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 25.07.2025 N2 18612

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOI'O ITPEITAPATA

buconponon, 2,5 Mr, TabIeTKH, TOKPHITHIE TUICHOYHOH 000JI0UKOH.
buconpoion, 5 Mr, TabIeTKH, TOKPHITHIE TUICHOYHOM 000JIOYKOM.

bucomnposon, 10 mMr, TabJIeTKH, MOKPHITHIC INICHOYHONW 000I0UKOM.

2. KAUECTBEHHbBII M1 KOJIMYECTBEHHBIN COCTAB

JleficTBy1oIIIEe BEIIECTBO: OMCOMPOIIOI.

Buconposion, 2.5 Mr, Ta0JIETKU, ITOKPLITHIE TNIEHOYHOU 000JI0YKOM

Kaxnas Tabierka, MOKpbITasl IFICHOYHOW 000JI0OUKOM, COMEpkHUT 2,5 Mr Orconposionia pymapara.
BcrnomorarenbHbie BEIIECTBa, HAJMYME KOTOPBIX HAJI0 YYHUTHIBATH B COCTABE JICKAPCTBEHHOTO
npenapara: jiaktosa (cM. paszuen 4.4).

Buconposon, 5 Mr, TaOJIETKH, HOKPBITHIE INIEHOYHOW 000JI0UYKOM

Kaxnas Tabinerka, MOKpbITast IFICHOYHOW 000JI0OUKOM, COMEPKHUT S5 Mr OHcomnpodoia Gymapara.
BcrnomorarenbHbie BEIIECTBa, HAJMYME KOTOPBIX HAJI0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: jiaktosa (cM. paszuen 4.4).

buconpoioin, 10 Mr, TaOJIETKH, ITOKPHITHIE INIEHOYHON 000JI0YKON

Kaxxnas tabnerka, mOKpbITas MIEHOYHONU 0007109KOM, copepxkuT 10 Mr Ouconposona ¢pymapara.
BcnomorarenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: aktosa (cMm. pazzen 4.4).

[TonHBIN TTEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TabneTku, NOKPHITHIE MIIEHOYHOW 000I0YKOM.

Buconpomnoi, 2,5 Mr, Ta0JeTKH, HOKPBITHIE IIEHOYHOH 000JI0YKON

Kpyribie JBOSIKOBBITYKIIbIE TAOJIETKH, MOKPBITHIE TJIEHOUYHON 000I0YKON OT OEIoro 10 MOuTH
0emoro 1BeTa, ¢ pUCKOH ¢ OIHOM cTOpOHBI. Ha monepeynom paspese sapo TadieTku ot 0enoro 10
noutH Oenoro 1BeTa. TabiIeTky MOKHO pa3esuTh Ha paBHBIC JT03HI.

Buconposion, 5 Mr, TabIeTKH, HOKPBITHIE JIEHOYHOU 000JI0UYKOM

Kpyribie JBOSIKOBBITYKIIbIE TA0JIETKH, MOKPBITHIE TNIEHOYHON 000I0YKON OT OENIoro 10 MOYTH
6enoro nBeta. Ha momepednoM paszpese saipo TabJaeTKHu OT O€I0To 0 MOYTH 0eJIoro IMBeTa.

buconpomon, 10 Mr, TaOJIETKH, ITOKPHITHIE TNIEHOYHON 000JIOYKOU

prrﬂble JABOSIKOBBIITYKJIBIC Ta6J'ICTI(I/I, IIOKPBITHIC IJICHOYHOM 000JIOUKOM OT Oenoro A0 IMOYTH
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6enoro nBeta. Ha monmepednoM paspese sapo TapIaeTKH dp&};tm; %GJ%ﬁ&b ]L_Iﬁel:lr;t!:rl )

4. KINMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Tpenapat brcomnposion nokasan K MPUMEHEHHIO Y B3POCIIBIX B Bo3pacTe OT 18 neT i neueHus:
e apTepuaNbHOI TMIICPTCH3HM;

e umemudeckoi 6one3nu cepamna (MbC): crabuibHO#M CTEeHOKaApIUY;

e XpoHuYeckoi cepaedHoi HepoctatouHocTH (XCH).

4.2. Pexxum 103MpOBaHNs U C1IOCO0 NPUMEHEeHUs!

Pexxum 103upoBaHus

Apmepuanvnasn cunepmen3us u cmadulbHas CMeHOKAPOUs.

Bo Bcex cnyyasix pexkxuM npuema 1 103y MoJ0upaeT Bpay KakKJ0My MAIlMeHTy WHIHNBHIYalbHO, B
YaCTHOCTH, YUUTbIBAs 4acTOTy cepaeuHbix cokpauieHuii (UCC) u cocTosHNnEe NanueHTa.

OO0bIyHO HaYaNIbHAA 1032 Oucompoona coctaBisieT S Mr 1 pa3 B cytku. [Ipu Heo6xoauMocTu 103y
MO>KHO yBeau4uTh 10 10 Mr 1 pa3 B cyTKH.

[lpy neuyeHwHn apTEepHAIBHON THUIEPTEH3UH M CTAOMIBHONW CTCHOKapIUH MaKCHMalbHas
peKOMEeHI0BaHHasl J103a npenapata buconposnon cocrasnser 20 mr 1 pa3 B CyTKH.

XpoHnuueckas cepOeunas HeOOCMamoyHOCMb

CranpaprtHas cxema JIeYeHUs XCH BKJIFOYAET IPUMEHEHHE UHTUOUTOPOB
aHruoTeH3uHNpeBpamaromero gpepmenta (AIID) nnyu aHTaroHUCTOB PELENTOPOB AHTMOTEH3MHA
IT (B cnyuae Henepenocumoctu MHruOuTOpoB AlID), Gera-anmpeH0OIOKATOPOB, TUYPETUKOB H,
(akyJIbTaTUBHO, CEPAECUHBIX TJIMKO3UIOB.

Hauano neuennss XCH mnpenaparom bucomnponon tpedyer o00s3aTeIbHOIO IMPOBEACHUS
crienManbHOM (pa3pl TUTPOBAHUS U PETYJSIPHOrO BpaueOHOro KoHTpois. IlpeaBapurenbHbIM
YCJIOBHEM IS JieueHus mpenaparoM bucomnponon sBisercs crabunbHas XCH 6e3 mpusHakoB
obocTpeHusl.

Jleuenne XCH npenapatoM bucornposnon HauMHaeTcs B COOTBETCTBUU CO CIEAYIOIIEH CXEMOM
TuTpoBaHud. Ilpu 3TOM MOKeT MOTpeOOBaThCSI MHAUBUAYaAbHAS aJanTalys B 3aBUCUMOCTU OT
TOT0, HACKOJBKO XOpOIIO MAaIlMeHT MEPeHOCUT Ha3HAUYEeHHYI J03y, TO €CTh JI03y MOXHO
yYBEJIMYUBATh TOJILKO B TOM Cllyyae, €ClIM MpeAblaylnas 1o3a XOpouio mnepeHocuiach. s
oOecrieyeHnss COOTBETCTBYIOIIETO IMpoIecca TUTPOBAaHMA Ha HAYalbHBIX JTanax JIeYeHUs
pEeKOMeH/yeTcs TNPUMEHATh OHCONpPOJION B JIEKAPCTBEHHOW (opme TabNeTKH, MOKPHIThIE

MJIEHOYHOM 000JI09KO0H, 110 2,5 MT.
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PexomenayeMast HauasibHast 7032 OUCOTPOIIOIA ocmma@'?égl Eﬂ-—-LF "§£F'c%':1§ ;—a'_éprlcﬂﬂxlécm

OT UHJIMBUIYAJIbHOU MEPEHOCUMOCTH 103y CIEAYyeT MOCTENEeHHO MOBBIMATh 0 2,5 Mr, 3,75 Mmr,
5wmr, 7,5 mr u 10 mr 1 pa3 B cytku. Kaxmaoe nocienyromiee yBeITU4eHHE 036 OMCOIMPOIIoa
JIOJKHO OCYLIECTBIIATHCS HE paHee, YeM uepes3 2 HEJCIIN.

B cnydae naznauenus npenapara B 103¢€ 1,25 mr u 3,75 Mr ciienyetr NpuMEHSTh JIEKapCTBEHHBIN
npenapat buconposon B 1o3e 2,5 mr, pazaenus TablIeTKy MOMOTIAM.

B cnyuae nHaznauenus npenapara B 103€ 2,5 Mr, S Mr 1 10 Mr cieyeT IpUMEHSTh JIEKApCTBEHHBIN
npenapar bucornposoi B COOTBETCTBYIOIIEN JO3UPOBKE.

Ecin yBennyenue n03bl IIpenapara I10Xo NepeHOCUTCs TallMeHTOM, BO3MOXKHO CHUKEHHE JIO3BI.
MaxkcumanbsHast peKoMeH 1oBaHHas 103a ouconpoinoina npu XCH cocrasisier 10 mr 1 pa3 B cyTKH.
Bo Bpems TuTpoBaHMsI pEKOMEHIYETCSI PEryJISIpHbII KOHTPOJIb apTepuaibHoro nasiaeHus (A/),
YCC u crenenu BoipaxkeHHocTH cumnromoB XCH. Yceyrybnenune cumnromoB XCH Bo3MokHO
y>K€ ¢ IIEPBOro JHSA IPUMEHEHHUs IpenapaTta. Eciau manMeHT Iioxo MNEepeHOCUT MaKCUMAJIbHYIO
PEKOMEHIOBaHHYIO /03y IIperapara, CJIeIyeT pacCMOTPETh BO3MOXHOCTh IIOCTEIIEHHOTO
CHU)KEHHUS J1O3BI.

Bo Bpems ¢a3pl TUTpOBaHMS WM [TOCIIE HEE MOTYT BO3HUKHYTh BPEMEHHOE YXYAILICHHE TeUEHUS
XCH, aprepuanbHasi TMIIOTEH3Us WM Opaiaukapaus. B aToM ciywyae pekoMmeHIyercs, mpexsie
BCEr0, MPOBECTH KOPPEKLUIO 103 IPENapaToOB CONYTCTBYIOLIEH Tepanuu. Takke MOXKeT
noTpedOoBaThCs BpEMEHHOE CHUKEHUE J103bI penapara buconposon uinm ero orMeHa.

[Tocne crabunM3anuu COCTOSHUS MallMEHTa cjelyeT MPOBECTH MOBTOPHOE THUTPOBAHUE 03I,
1100 MPOAOIKUTH JICUCHHE.

Jleuenue npenaparom brconposion 00bIYHO ABISETCS JOJTOBPEMEHHON TEparuen.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmor nodxcunozo eospacma

Koppexuuu 10361 He TpedyeTcs.

Tayuenmol ¢ napywenuem GyHKYuu no4ex Uiy neveHu

[Tpu HapymeHuax pyHKINN TEYEHHN WIN MOYEK JIETKOW MM YMEPEHHOM CTeNeHU KOPPEKTUPOBATh
7103y OOBIYHO HE TpedyeTcs.

[Tpu BbIpakeHHBIX HapylLIeHUAX QyHKUIUH nmodek (kaupeHc kpeatuHnuHa (KK) menee 20 mi/MuH)
U y MAlUEHTOB C TSKEJIBIMHU 3a00JIEBaHUSMHU ME€UYEHU MaKCUMaJbHasi CyTOYHAs 71032 COCTaBIsET
10 Mr. VYBenmuueHwe 0361 y TaKUX TMAIMEHTOB JODKHO OCYIIECTBIATHCS C 0CO0OM
OCTOPOKHOCTBIO.

K HacTosimeMy BpeMEeHHM HEJOCTaTOYHO JAaHHBIX OTHOCHTEIbHO NMPUMEHEHHUs OHcomposiona y
nanueHToB ¢ XCH B coueranuu c caxapHbiM auabetoMm | Tuma, BRIpa)KEHHBIMU HapyIIEHUSIMU

(GYHKIUHM MOYEK W/WIM TeYeHHU, PECTPUKTUBHON KapJuOMHMONATHEH, BPOXKIACHHBIMU MOPOKaMU

Crpanuna 3 u3 19



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.07.2025 N2 18612

cepua WM MOPOKOM KJlamaHa cepiila ¢ BbIpa eHHbIMfI/P %Mﬁpﬁ%ﬁﬂe@@ﬁﬁ;ﬁ%&ﬁeﬁﬂmn

Taxoke 10 cux mop He ObUIO MOJIYYEHO AOCTATOYHO JTAaHHBIX OTHOCHTENIbHO naruenToB ¢ XCH ¢

UH(papKTOM MUOKap/a B TEUECHHE MOCTIEIHUX 3 MECSIICB.

C€THu

be3onacHocTh M 3¢ deKTHBHOCTL Oucomposiona y nereid B Bo3pacte or 0 mgo 18 yer He

YCTaHOBJICHBI. /[aHHBIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

BuyTpb.

Tabnetku mpemnapara buconponon cienyer npuHuUMaTrh 1 pa3 B CYyTKH, YTPOM, ¢ HEOOJIbIIUM

KOJMYCCTBOM JKUJKOCTHU, HC3aBUCUMO OT BPEMCHH IIpHEMa IHIIHU. Tabnetku He CJICaycCT

pa3’KeBbIBaTh WIM PaCTUPATh B IOPOIIOK.

4.3. [IpoTuBONOKA3aAHUS

TUIEPYYBCTBUTEIBHOCTh K OMCOMPOJIONY MM K JIFOOOMY M3 BCIOMOIATEJIbHBIX BELIECTB,
MEePEUYUCIICHHBIX B pazjene 6.1;

ocTtpasi cepnaeuyHas HejocratouyHoctb, XCH B craaum paekommeHcanuu, TpeOyroas
MIPOBE/ICHUS] HHOTPOITHOW TepaIuH;

KapJAUOT€HHBIH II0K;

aTpuoBeHTpuKyisipHas (AV) 6mokana I u 11l crenenu, 6e3 3IEKTPOKAPAUOCTUMYIISTOPA;
CHHJIPOM cJ1a00CTH CUHYCOBOTO y3I1a;

CHHOaTpHalibHast OJI0Kaaa;

BeIpakeHHas Opagukapaus (HCC menee 60 y1i/MuH) 70 Hayasia Tepanuu;

BBIpaKEHHAs apTepuaibHas runoteHsus (cucronnyeckoe A/l menee 100 mm pr. cT.);
TsKeNble POPMBbI OPOHXHATIBHOM aCTMBI;

BBIp@KEHHbIE HAPYILIEHUS Nepu(EepHUUECKOro apTepUaIbHOr0 KPOBOOOPAIIEHHS MIIH CUHIPOM
Peitno;

heoxpomoruToma (0€3 OJHOBPEMEHHOTO IPUMEHEHUS allb(a-aapeHO0TI0KaTOPOB);

MeTa0OIMYECKHI alluI03.

4.4. OcoOble ykazaHusl 1 Mepbl NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

MIPOBE/ICHUE JIECEHCUOMITU3NPYIOIIEH Tepanuu;
creHokapaus lIpunimerana;

TUPEOTOKCUKO3;
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wacd BGNEAQBATETEHOC

YUATCAPHBIMU. K

. 5 00071)
e caxapubelii auaGer | Tuma u caxapHsl oﬁe‘%aHHﬂMH

KOHIEHTPALUHU TIIOKO3bl B KPOBH;

e arpuoBeHTpHKYIsipHas (AV) 6mokana I crenenu;

e BhIpaKeHHas roveynas HepoctaTouHocTh (KK menee 20 mi/mun);

® BbIpKEHHBIC HAPYLICHUS (PYHKIINH [1€YCHH;

e [icopuas;

® PECTPUKTHUBHAS KapJUOMUONIATHS;

® BpOXJEHHbIE IOPOKM CepAla WIM IOpPOK KJalaHa cepAua C BbIPAKEHHBIMU
reMOJMHAMHYECKUMH HAPYIICHUSIMU;

e XCH c undapkrom MHOKapAa B TCUYCHHUE MOCICTHUX 3-X MECSIICB;

e HapylmeHHUs NepUPepuIecKoro apTEPUATBHOTO KPOBOOOpAIICHUS JETKOM M yMEpEeHHOH
CTEICHH;

e TspKenble (POpMbI XpOHUUYECKOH 00cTpyKkTUBHOM Oose3nu jerkux (XObBJI), nerskensie opmbl
OpOHXHATHHON aCTMBI:

e OponxocmnasM (B aHaMHE3e);

® aJUIEprUYECKUE peaklUH (B aHaMHE3e);

e OOUIMpPHBIE XUPYPrHUUECKHE BMEIIATEILCTBA U 00111asi aHECTE3US;

e cTporas JuerTa;

e 0OEpeMEHHOCTh, IEPHOJ IPYAHOTO BCKAPMIIMBAHMUSL.

IIpexpawenue mepanuu u « CUHOPOM OMMEHbBLY

He cnenyer pe3ko mpepbiBaTh JiedeHHE OMCONPOIIOIOM HWIIM MEHITh PEKOMEHI0BaHHYIO 103y 0e3

MpeBapUTENbHON KOHCYJIbTAlMM C BpPayoM, TaK Kak 3TO MOKET MPHUBECTH K BPEMEHHOMY

YXYALIEHUIO JAESITEIbHOCTU CepILa.

Jleyuenne He creayeT mpepwiBaTh BHE3amHO, ocoOeHHOo y mamueHToB ¢ MBC (orMeuanoch

yTsDKETIEHHEe TPUCTYNOB CTEHOKapIWHu, pa3BUTHE HWHGapKTa MHOKapJa U BO3HHUKHOBEHUE

KEITYAOYKOBBIX apuT™Muii y manueHtoB ¢ MBC mpu BHe3amHOM MpeKpalieHuu npuema OeTa-

anpenoOokaTopoB). Eciu npekpaiienue jieueHus He00X0AUMO, TO 103y OMCOIPOJIoa ClIeayeT

CHI)KATh IOCTENEHHO. B ciyuyae 3HAUMUTENBHOrO YTSDKEICHHS CTEHOKapIWW WM Pa3BUTHUS

OCTPOr0 KOPOHAPHOTO CHHAPOMA CIIEAYET BPEMEHHO BO30OOHOBHUTH IIPHUEM OMCOIPOIIOa.

3abonesanus, npu KOMoOpvIX HEOOXOOUMO C OCHOPOICHOCHbIO NPUMEHAMb Npenapam

buconponon cienyeT npuMeHsITh C OCTOPOKHOCTHIO B CIEAYIOLIUX CIyYasx:

e Tsxensie popmbl XOBJI u HeTspkenbie opMbl OPOHXHAIBHOMN aCTMBI;

e caxapHbIi nuMabeT co 3HAYMUTENbHBIMU KOJEOaHUSMU KOHIEHTPALUU TJIIOKO3bl B KPOBHU:

6I/ICOHp0.TIOJ'I MOXKCT MACKHPOBATb CHMIITOMBI THUIIOITIMKCMUU (BI)Ipa)KeHHOl"O CHMNKCHUA
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KOHIIEHTPALlUU TJIIOKO3bl B KPOBH), TaKHe Kak Taxmﬁ{;ﬁ;r;,EMe@ Iiglb;[hgﬁhelm'a';] "

MOBBIIIEHHAS TOTIMBOCTH;

e CTporas IueTa;

® TIPOBEICHUE JICCCHCUOMITU3NPYIOIIEH Teparuu;

® aTPUOBEHTPUKYIsIpHas Onokana I crenenu;

e BaszocrnacTuueckas creHokapaus (cteHokapaus IlpuHimerana): HaOmoJanuch cilydau
KopoHapocmna3zMa. HecMoTps Ha BBICOKYIO 0€Ta|-CeIeKTUBHOCTb, IPUCTYIBI CTEHOKAapIUU
HEJIb3sl TIOJTHOCTBIO MUCKIIIOYUTH NPU MpHEMe OMCONpOJIoNia y MAIMEHTOB CO CTEHOKapauei
[Mpunanmerana. Ciexyer ¢ 0co00i 0OCTOPOKHOCTHIO TPUHUMATH TIPETapar;

e HapylleHUs NepUPepudecKoro apTepUalbHOr0 KpPOBOOOpAILEHUS JIETKOW M yMEpeHHOH
CTeTeHH (B HavaJie Teparii MOYKET BOZHUKHYTh YCUJIEHUE CUMIITOMOB);

e 1icopuas (B TOM YUCIIE B aHAMHE3E).

3abonesanus cepoeuHo-cocyoucmo cucmemobl

bera-anpeHo6o0kaTOpbl HE TOJKHBI IPUMEHAThCS TpU JekoMiieHcupoBanHoi XCH 1o Tex nop,

[IOKa COCTOSIHME MallMeHTa He CTaOUIM3UPOBAIIOCh.

Ha HavanpHBIX STamax MOpUMEHEHHs OWCONPOJOia TMALMEHTHl HYKIAIOTCS B IOCTOSHHOM

HaOJII0ICHU Y.

bera-anpeno6iokaTopsl MOTYT BbI3bIBaTh Opaaukapauio. [Ipu ypexxenun YCC B nmokoe mMeHee

50-55 yn/mMuH cienyer yMEHbIIUTh 103y WIK IPEeKpaTuTh NpUeM OHCcONposioa.

Kak u npyrue 6era-aapeHo010KkaTOpsl, OMCOMPOIIONT MOKET BBI3BIBATH yAJUHEHHE HHTEpBasia PQ

Ha anektpokapauorpamme (OKI'). Cremyer ¢ OCTOPOKHOCTbIO HPUMEHATH OHCONPOJION Yy

NalMEeHTOB C aTPHOBEHTPUKYIIAPHOI Ookanoii I crenenu.

HecenexTuBHble OeTa-apeHOOIOKATOPHl MOTYT YBEIMUYUBATh YacTOTY M MPOJOJIKUTEIBHOCTh

AQHTUHO3HBIX MPHUCTYIIOB Y TAIMEHTOB C Ba30CIIACTHYECKOW CTEHOKapaueHl (CTeHOKapaus

[lpuniMeTana)  BCIENCTBHE  ONMOCPENOBAaHHON  anb(da-penentopamMd  Ba30KOHCTPHKIHH

KopoHapHOH aptepuu. KapanocenekTuBHbIE OeTai-aJpeHO0I0KaTOpbl (BKIOYas OMCOIMpPOIoI)

IPU Ba30CMACTHUECKON CTEHOKAPIUH CIIelyeT IPUMEHSITh C OCTOPOKHOCTBIO.

K HacTosiieMy BpeMEHHM HEJOCTAaTOYHO JaHHBIX OTHOCHTEIHHO NMPUMEHEHHUs OHMCOompoiona y

nareHToB ¢ XCH B coueranuu ¢ caxapHbIM auadberoM | Tuma, BIpa)KeHHBIMU HApYIICHUSIMHU

(YHKIMU TOYEK W/WUJIM TMEeYSHH, PECTPUKTHUBHON KapAHOMHOMNATUEH, BPOXKICHHBIMH MOPOKaMHU

cepAlla MM MOPOKOM KJIarmaHa cep/ia ¢ BhIPRKEHHBIMU MeMOJAMHAMUYECKUMHU HapyIICHUSIMH.

Taxoke 10 cuX Mop He OBLIO MOJTyYeHO JOCTaTOYHBIX JAHHBIX OTHOCUTENBHO nanueHToB ¢ XCH ¢

nH(}apKTOM MHOKap/ia B TEYEHHE MOCIEAHUX 3-X MECAILIEB.

ﬂblxame]leaﬂ cucmema
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HecMoTpst Ha TO, YTO CENEKTHUBHBIC OeTai-aap H06noxéng£rjg‘&g}&mz%%%hll :JISJIlI/ISH(l”i“ Ha

(GYHKIUIO JTBIXaTEIbHON CHCTEMBI, YeM HECEICKTHBHBIC OeTa-aJpeHO0I0KATOPHI, MAIUEHTaM C
XOBJI u HEeTsKENBIMU (hopMaMH OPOHXUATBHOM aCTMBI OMCOIIPOJION CIIEyET Ha3HAuYaTh C 0CO00M
OCTOPOKHOCTBIO U TOJBKO B TOM Cllydae, €ClId BO3MOXHbBIE MPEUMYIECTBAa €ro MpUMEHEHUs
MPEBBINIAIOT TMOTEHIHUATbHBIN puck. Ilpum OponxmanmpHoi actme wmiu XOBJI moxkaszano
OJIHOBPEMEHHOE TIPUMEHEHHE OPOHXOIMIATUPYIONIUX CPEACTB. Y MAIMEHTOB C OPOHXUATHHOU
aCTMOM BO3MOKHO TMOBBIINICHUE PE3UCTEHTHOCTU JBIXAaTEIbHBIX IMyTeH, 4To TpebyeT Oolee
BBICOKOH J103bI 0€Ta2-aIpeHOMUMETUKOB.

VY nanmentoB ¢ XOBJI Gucomnposiol, Ha3Ha4aeMblid B KOMIUIEKCHOM Tepaliy ¢ LEIbI0 JICUYCHUS
Cep/IeYHOM HE0CTATOYHOCTH, CJIeIyeT HAUMHATh C HAMMEHBIIEH BO3MOXKHOM J103bI, a TAIIUEHTOB
THIATEILHO  HAONIONAaTh HA  TIOSBIIGHUE HOBBIX CHUMITOMOB  (HAampuMep,  OJIBIIIKH,
HENEPEHOCUMOCTH (PU3NYECKUX HATPY30K, KaIllis).

ObwupHnvle xupypauyeckue eMeulamenscmea u 00was aHecmesus

[Tpr HEOOXOIMMOCTH MPOBEICHUS XUPYPTUUECKUX BMEIIATEIILCTB CICAYET MPEIyPEIUTh Bpada-
AQHECTE3MOJIoTa O TOM, YTO MAIMEHT MPUHUMAET 0eTa-aapeHO0I0KATOPHI (PUCK JIEKAPCTBEHHBIX
B3aMMOJICHCTBUII C pa3BUTUEM TSDKENBIX OpaguapuTMUM, YMEHBIICHHUS pedIeKTOPHOU
TaXMKapJIuu W apTepualbHON TUMOTeH3uu). Pexomenmyercs 6e3 sSBHOM HEOOXOJUMOCTH HE
IpeKpalarb npueM Oucomposiosia B MEPUONEPAllMOHHOM Iepuoje (Tak Kak Onokajga Oera-
aJPEHOPEIENTOPOB CHIKAET PUCK BO3SHUKHOBEHMSI apUTMHUN W WIIEMUU MHOKapaa BO BpeMs
BBOJHOT'O HApPKO3a M UHTYOAIllUU TPAXEH).

B cnayuae HEOOXOAMMOCTH TpepbIBaHUS JIeUE€HHUs OHCOIPOJIOIOM Tepel MPOBEIECHUEM
XUPYPrUYE€CKOTr0 BMEIIATENbCTBA, MpEemapaT cleyeT OTMEHUTh He MeHee 4eM 3a 48 4acoB 10
OTIEpaIINH.

Deoxpomoyumoma

VY nammeHToB ¢ (HeoXpOMOIIMTOMOI OHCOMPONION MOXKET OBITh Ha3HAuY€H TOJBKO Ha (QoHe
IPUMEHEHHUS alb(a-aIpeH00I0KaTOPOB.

Tupeomoxcuxos

[Tpu runepdyHKIMK MUTOBUAHON 3Kele3bl OeTa-aapeHOOIOKaTOphl (BKItOUash OMCOMPOIION)
MOTYT MAacCKHpOBaTh TAXUKapJAHUIO U YMEHbIIATh BBIPAXKEHHOCTh CUMIITOMOB THPEOTOKCHKO3.
Pe3kast oTmMeHa mpemapara MOXKET BBI3BaTh 00OCTPEHHE CHMIITOMOB 3a00JICBaHUS M Pa3BUTHE
THPEOTOKCHYIECKOTO KpH3a.

Peakyuu eunepuyscmeumenvrnocmu

Bera-agpenoOnokatopsl, BKJIIOYas OHCOMPONION, MOTYT TOBBICUTH YYBCTBUTEIHLHOCTh K
ajuiepreHaM U TSHKECTh aHA(PUIAKTUYECKMX PEeaKIUil/peakinii TUIepUYyBCTBUTEILHOCTH H3-32

ocnabyieHusi  aJ[peHepruyeckoll  KOMIIEHCATOPHOM  peryinsuuMud 1moj  JeiictBuem  Oerta-
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anpeHoOokaTopoB. [I[puMeHeHre OOBIYHBIX TEP neBan%g&ngzjé;ﬁ'ﬁJMlhsl '(ja'z[JeTI'{almzlr'f;]d) Ha

¢one mpuema Oera-anpeHOOIOKATOPOB HE BCErAa MPHUBOAMT K JOCTHKCHHIO IKEIAeMOTo
KImHUIecKoro 3¢ dekxra. Heobxoaumo co0aroaaTh 0CTOPOKHOCTE MPU HA3HAYSHUH OUCOIIPOIIOIia
HAIMEHTAaM C TSHKEJIBIMUA PEAKIMSIMU THIIEPYyBCTBUTEIIEHOCTH B @aHAMHE3€ UITH IIPOXOISIINAM KypC
JIECEHCUOMITH3AIIHH.

Iicopua3z

[Ipu pemieHuH BOIpOCa O NPUMEHEHUH OUCOMPOJIONa Yy MAIMEHTOB C IICOPHA30M CIEIYeT
TIIATEJIEHO COOTHECTH TPEATIOIaraeMyo MMOJIb3y OT IPUMEHEHHUS IperiapaTa i BO3MOKHBIA PUCK
000CTpEHUs TCUSHHSI TICOpHa3a.

Konumaxmmuule nunzvl

[TanueHThl, TONB3YIOIIMECS KOHTAKTHBIMH JIMH3aMH, JOJDKHBI YYHTHIBaTh, 4TO Ha (OHE
NpUMEHEHHS OeTa-aIpeHO0I0KaTOPOB BOZMOKHO CHIKEHHUE MPOAYKIIUHU CIC3HOU YKUKOCTH.

BcnomorarensHbIe BEIECTBA

[Ipemapar buconponosn coaepkutr Jakto3y. llanmeHTaM ¢ peako  BCTpEYArOLIEHCS
HACJIC/ICTBEHHON HETEPEHOCHMOCTBIO TaJIaKTO3bl, NE(UIIMTOM JIAKTa3bl JOMAPEH MU TIFOKO30-

raJlakTO3HOM MalibabcopOuuel He clieAyeT MPUHUMATh 3TOT Mpenapar.

4.5. B3aumojaeiictBie ¢ JAPYrHMH JIEKAPCTBEHHBIMHM MpenapataMu M JApyrue BH/bI
B3auMOAeliCTBUA

HepekoMeHayeMbie KOMOHWHALIMHU

Jleuenue xponuueckoti cepoeunot HedoCmamo4HoCmu

AHTuapuT™Muueckue cpenctsa | kiacca (Hampumep, XMHMIWH, AU30NHUpAMUA, JUIOKAaWH,
dbenurtounH, praekanHuI, mponadeHoH ) MPU OJHOBPEMEHHOM MPUMEHEHHUH C OMCOTIPOIOIOM MOTYT
CHIKaTh AV M COKpPAaTUTENbHYIO CIOCOOHOCTh CepaLa.

Bce nokasanus k npumenenuro npenapama

bnokatopsl «meaneHHbIx» KanblueBbix kaHanoB (BMKK) tuna Bepanamuiia v B MeHbIIEH
CTENEeHH, TUITHA3eMa, IIPU OJHOBPEMEHHOM NMPUMEHEHUH C OMCOIPOJIOIOM MOTYT NMPUBOAUTH K
CHIDKEHHIO COKPAaTUTEJIbHOW CHOCOOHOCTHM MHMOKapja M HapylieHuto AV mpoBoaumoctu. B
YaCTHOCTH, BHYTPMBEHHOE BBEJCHHE BepalaMuia MalleHTaM, [pUHUMAaromuM OeTa-
a7ipeH00JI0KaTOPBI, MOKET MPUBECTH K BBHIPAKEHHOW apTepuaibHON runoreH3uu u AV Onokase.
['unoTeH3uBHbIE CpeACTBa IEHTPAIbHOIO JEHCTBUS (Takue KakK KIOHHMJIWH, METHIIIONA,
MOKCOHMJIMH, PUJIMEHHAMH) MOryT npuBecTd K ypexkeHuto UCC M CHMKEHHUIO CeplIedHOro
BBIOpOCa, a TaKKe K Ba30[MJIATAllMU BCJEJICTBHE CHIKEHMS IIEHTPAJIbHOIO CHMIATUYECKOTrO
ToHyca. Pe3kas oTMEHa TMIOTEH3MBHBIX MpPENapaToB IEHTPAIbHOIO JAEUCTBUSA, OCOOEHHO 0

OTMEHBbI  0eTa-aJipeHO0JIOKATOPOB, MOXKET YBEJIUYUTh PHUCK Pa3BUTHS  «PUKOILIETHOI»

Crpanuna 8 u3 19



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 25.07.2025 N2 18612

(NOCNEOOBATENEHOCTE 0001)

apTepuaIbHON TUIIEPTEH3UH.

OUHTOIMMO/ MOXKET YCHIIUTh OTPHULIATENIbHBIA XPOHOTPOIHBIN 3¢ deKT 6eTa-agpeHo0I0KaTOPOB
U TIPUBECTHM K BBIPAXEHHOW Opaaukapanu. OZHOBpEMEHHOE NpPUMEHEHHE (PHUHTOIMMOAA H
Oucorposiona HE peKOMeHAyeTcs. B ciyuae HEOOXOOMMOCTH OJHOBPEMEHHOTO IMPUMEHEHHS
¢uHrONMMOa U Oucomposiona TpedyeTcs TIIAaTeIbHOEe HAOIIOAEHHE 32 COCTOSHHEM IallMeHTa.
Pekomennyercss HauMHAaTh KOMOMHUPOBAaHHYIO TEpanvi0 B YCIOBHSX CTallOHapa W
OCYILECTBIISITh COOTBETCTBYIOLIMI MOHHUTOPHHI (MOKa3aH JUIMTENbHbIM KoHTpons YCC, mo
MEHBIIEH Mepe [0 yTpa CJIEOYIOIero JHS II0Cie MEepBOro OJHOBPEMEHHOTO IpHEMa
(¢buHrOIIMMO1a M OMCOIIPOJIOIA).

KomOunaimu, tpedvyroume 0cob0il 0CTOPOKHOCTH

Jleuenue apmepuanvHou cunepmensuu U CMmeHoKapouu

AHTuapuTMuyeckue cpencrtsa | kiacca (Hampumep, XUHHUIWH, AW3OMUPAMUJ, IUIAOKAWH,
dbenuTouH, haexkanHud, npornadeHoH) Ipyu OJHOBPEMEHHOM MPUMEHEHUH C OHCOMPOIOIOM MOTYT
CHIKATh AV U COKpaTUTENbHYIO CLIOCOOHOCTh MUOKap/a.

Bce nokasanus x npumenenuro buconponona

BMKK npou3BoaHbIe TUTHIpONUpHUANHA (HaripuMep, Hudeaunut, GeaounuH, aMIOAUIHH ) TPy
OJIHOBPEMEHHOM TPUMEHEHUU C OHCOMpPOJIONIOM MOTYT YBEJIMYMBATH PHUCK Pa3BUTHUS
aprepualibHON runoreH3uu. Y mnauueHTtoB ¢ XCH Henb3sl WCKIIOYUTH PUCK MOCIEAYIOLIErO
YXyIIICHUsI COKPATHTENBHON (PyHKIINH cep/aa.

AnTtnaputmudeckue cpeactaa Il kiacca (Hanpumep, aMHOAapOH) MOTYT YCHIIMBATh HapylIeHHE
AV npoBoaumocTH.

JeticTBue 6eTa-aapeHO00I0KAaTOPOB I MECTHOTO MIPUMEHEHHUsI (HalpuMep, TIa3HbIX Karelb s
JICYCHUS TIAYKOMBI) MOXKET YCHUIUBaTh cucTeMHble 3 dexTs Oucomposona (cHmwkeHue AJl,
ypexenune UCC).

[TapacuMmaTOMUMETHKHN PU OJHOBPEMEHHOM MPUMEHEHHH C OUCONPOIIOIOM MOTYT YCHIIUBATh
HapylIeHUE aTPUOBEHTPUKYIISIPHON IPOBOANMOCTH U YBEIMUMUBATH PUCK PAa3BUTHS OpaJuKapanu.
['unornukeMuyeckoe JeiCTBUE NHCYJIMHA WM TUIIOTJIMKEMUYECKUX CPEJICTB JJIs IpUeMa BHYTPh
MOJKET yCcuIuBaThes. [[pu3Haky runornukeMun, B 4aCTHOCTH, TaXUKapIus, MOTYT MACKHPOBAThCS
win  nojaBiATecs. [lonoOHble B3auMmojeicTBusi Oosiee  BEpOATHBI MNpPU  NPUMEHEHHUHU
HECEJIEKTUBHBIX 0eTa-aIpeH00I0KaTOPOB.

CpenctBa Juist mpoBesieHUs1 O0Ie aHeCTe3UH MOTYT yBEJIUMYUBATh PUCK KapAHOJETIPECCUBHOTO
NENCTBUSA, IPUBOJS K apTEpUAIbHON THIIOTEH3UH.

CeprieuHble TTTUKO3U/IbI TPU OJTHOBPEMEHHOM MIPUMEHEHHUHU C OMCOMPOIIOIOM MOTYT IPUBOJUTH K
YBEJIMUYEHHUIO BPEMEHH MTPOBEJICHUSI UMITYJIbCa U, TAKUM 00pa3oM, K pa3BUTHIO OpaJuKapauH.

Hectepounnsie npotuBoBocnanutenbuble npenapatsl (HIIBIT) MoryT cHukaTh rHIOTEH3UBHBIN
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s dext buconponona.

OpHOBpeMEHHOE TpUMEHEeHHe Oucomposiona ¢  Oera-aJpeHOMHMETHKAaMH  (Hampumep,
W30MPEHATINH WU JT00yTaMUH) MOXKET IPUBOIUTH K CHIDKEHUIO 3 (heKkTa 000uX MpemapaTosB.
Coueranue Oucomnposioa € aJpEeHOMHUMETHKaMM, BIMSIOIIMMH Ha Oera- U Ha anbda-
aJipeHopeLenTopsl  (Hampumep,  HOpaNuMHEppUH,  SNUHEDPHH), MOXKET  YCHUJIMBATh
Ba30KOHCTPUKTOPHBIE 3((eKTbl 3TUX CpeAcTB, BO3ZHUKAIONIMX C ydyacTheM anbda-
aJpeHoperenTopoB, NpuBos K nossimeHnio AJl. [TogoOHbIe B3auMoeiCTBUS 00Jiee BEPOSITHBI
IIpY IPUMEHEHNHU HECENEKTUBHBIX OeTa-aJpeH00I0KaTOPOB.

AHTUTMIIEpPTEH3UBHBIE ~ CPEJCTBA, TakXe Kak M Jpyrue CpeAcTBa C  BO3MOYKHBIM
AQHTUTUIEPTCH3UBHBIM 3¢ ¢dexkToM  (Hampumep,  TPULMKIMYECKHE  aHTHJICIPECCAHTHI,
O6apoutypatsl, peHOTHA3HUHBI), MOTYT YCHINBATh THIIOTEH3UBHBIN 3 (deKT Oucorposona.
Me@dnoxuH npu OJHOBPEMEHHOM IPUMEHEHHU C OHCOIPOJIONIOM MOXET YBEJIUYHMBaTh PUCK
pa3BUTHsL OpaguKapIuH.

WNuruburopsr Mmonoamuuokcunazsl (MAQO) (3a uckimouenneM uHruOutopoB MAO B) moryr
YCUJIMBAaTh TUMOTEH3UBHBIA 3(hdekt Oera-agpeHoOmokaTopoB. OJHOBpEMEHHOE MPHUMEHEHHE
TaKXe MOKET IPUBECTU K Pa3BUTUIO THIIEPTOHUYECKOIO KPH3a.

KOM6I/IH3HI/II/I, KOTOPLBIC CIACAYET IIPUHUMATh BO BHUMAHHC

Ankanoudvi cnopwviHvu

HerunpupoBaHHble  alKalOWIbl  CIOPHIHBM  IOBBIIIAIOT PUCK  Pa3BUTHUS  HapyIICHHUH
nepuepuyeckoro KpoBooOpaleHusl. OproTaMuH TMOBBIIIAET PUCK PA3BUTUS HAPYLICHUS
nepupepuyeckoro KpoBooOpaIeHus.

DapmakoxkunemuuecKue 83aumMooeticmaus

B (QapmakokrMHETHYECKHUX WCCICIOBAHUSAX HE BBISBICHBI B3aMMOJICHCTBHUS OHCOMpOIIONa C
TUA3UAHBIMU JAUYPETHKAaMM, TaKMMH KaK THIPOXJIOPOTHA3H M LUMETUAMH. bucomponon He
okasplBal d(dexta Ha (HapMakOKMHETHKY TeopwuiMHa. Pudamnuumsa yBenuuuBaer
MeTaboIMYeCKUi KIMPEHC U yKOpauyuBaeT nepuoa noayssiBeneHus (T12) Ouconpoiona, oaHaKo
KOPPEKIIMH J03bI ITperapara He TpedyeTcs. brucornposnon He BIUsSeT Ha MPOTPOMOMHOBOE BPEMS Y

ManucHTOB, MOJTYYar0MuXx CTa6I/IJ'IBHy'IO A03y Bap(bapI/IHa.

4.6. ®epTHIBHOCTb, 0EPEMEHHOCTD M JIAKTALMSA

bepeMeHHOCTB

dapmaxosoruueckue 3PppexTsl OMCOnpoIIosia MOTYT OKa3aTh HEOIaronpusITHOE BO3/IEHCTBHE Ha
TeueHue OepeMEHHOCTH M OpTaHMU3M IIJI0[a/HOBOPOXKAeHHOTr0. B 11emnom, 6era-aapeHo610KaTopsl
CHI)KAIOT KPOBOTOK B IUIAIlEHTE, 4YTO MOXET MpPHUBOIUTH K 3aJep’KKe pocTa IUIo0ja,

BHYTPUYTPOOHOH rulenu miuojia Wik NpexaeBpeMeHHbIM pojiaM. Y IUIofa U HOBOPOXIEHHOTO
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MOTYT Pa3BUBATHCS HEXKeJIaTeIbHbIC SIBICHUS ( aanMe'fJ-,l I%B%EQMHHWGM&MEBM1 hpn

HEOOXOUMOCTH JieueHUs OeTa-aJipeHOOIOKaTOpaMy  TMPEANOYTCHHE CIeAyeT OTIaBaTh
CCJICKTHBHBIM 0€Ta|-aIpeHOOIOKATOPaM.

[Ipu OepemeHHOCTH OHCOMPOJION CIEAYEeT TMPUMEHITh TOJBKO B ciydae aOCOTIOTHOU
HEOOXOAMMOCTH, €CITM OKHAaeMasi 1MoJjIb3a JUIsl MaTepy MPEBBIIIACT BO3MOXKHBIN PUCK Pa3BUTHS
HEKeIaTeNIbHBIX PEaKIUil y TUI0Aa U/UIT HOBOPOXKICHHOTO.

Cnenyer OTClIeKMBAaTh KPOBOTOK B IUIAIlEHTE M MaTKe, a Takke HaOoJaTh 3a pOCTOM U
pazBuTHeM Oyaymiero pedeHka. B ciyuyae mosBieHHS HEXEIaTSIbHBIX SBICHUN B OTHOLICHUU
OEpPEeMEHHOCTH H/WIIH TIJI0J1a PEKOMEHYyEeTCsI IPUMEHSTh aIbTePHATUBHBIC METObI TEPAITUH.
Crnenyet TmaTelIbHO 00CIIeI0BaTh HOBOPOXKACHHOTO TOCIE POJOB. B miepBhIe TpU JHS KHU3HU Y
HOBOPOXJACHHOTO MOTYT BO3HUKATh CHMITOMBI OpauKap iy U TUIOTIMKEMUH.

JlakTauus

[To maHHBIM JOKIMHUYECKUX MCCIICIOBAHUK OMCOIPOJION H/WIIM €r0 MEeTa0OJIUTHl MPOHUKAIOT B
MOJIOKO JIAKTUPYIOIMMX KpbIC. J[aHHBIX O BBIACICHUU OHCOMPOJIONIAa B TPYAHOE MOJIOKO HET.
[Toaromy mpuem Oucompoyiona HE PEKOMEHIYeTCS JKEHIIMHAM B IEPUOJ TPYJAHOTO
BCKapMJIMBaHUS.

Eciu mnpuem Owucompornona B MepHOJ JaKTalMd HEOOXOJUM, TPYIHOE BCKapMIIMBaHUE

HE00XO0UMO MIPEKPATUTb.

4.7. Biusinue Ha CHOCOOHOCTH YNPABJATH TPAHCIOPTHBIMHM CpPeICTBAaMH M padorarh ¢
MeXaHHU3MaMH

buconponon He oka3bIBaeT BIUSHUE HAa CIIOCOOHOCTD YIPABIIATH TPAHCIIOPTHBIMH CPEACTBAMU U
paborath ¢ MexaHusmamu. OJHaKo, BCIEACTBHE HHJIMBUIYAJIBHBIX pPEAKIHMM, CIIOCOOHOCTH
YIpaBIATh AaBTOTPAHCIIOPTOM WIIM pabOTaTh C TEXHUYECKHU CII0KHBIMU MEXaHU3MaMHU MOXKET OBbITh
HapymeHa. Ha 3to cienyer oOpatuTe oco00oe BHUMaHHE B Hayaje JICUEHHs, MOCIe U3MEHEHUs

J03bI, a TAKXKC IIPHU OJHOBPEMECHHOM yHOTpC6HeHI/H/I AJIKOI'OJIA.

4.8. He:xkesnaTesibHbIE peaKIUU

PesromMe HexenaTeabHbIX peaKIuil

YacToTa BOSHUKHOBEHHSI HE)KETATEIbHBIX JIEKAPCTBEHHBIX PEAKIIHIA OMpe/ieieHa B COOTBETCTBHH
¢ knaccudukanuendr Bcemupnoii opranuzanuu 3apaBooxpanenust (BO3): ouens uacmo (> 1/10);
yacmo (> 1/100, Ho < 1/10); Heuacmo (= 1/1000, Ho < 1/100); peoxo (= 1/10 000, Ho < 1/1000);
ouyenb peoxo (< 1/10 000); uwacmoma Heuzsecmna (HE MOXET OBITH OIlEHEHA Ha OCHOBE
UMEIOIINXCS TAHHBIX).

Hcuxuueckue HapyuieHusl
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Heuacmo: nenpeccusi, 6eCCOHHUIIA;

Peoxo: ramionuHanum, HOYHbIE KOLIMAapHI.

Hapywenus co cmoponwvl HepeHoill cucmembl

Yacmo: TONOBOKpYX)eHUE™, roioBHas 00 *;

Peoxo: noteps co3HaHus.

Hapywenus co cmoponwvl opeana 3penus

Peoxo: ymeHblIeHHE Cle30T€YeHUsl (CIEeQyeT YYUTHIBATh IPU HOIIEHWH KOHTAKTHBIX JIMH3);
OueHb peoxko: KOHbIOHKTHBHUT.

Hapywenus co cmoponwl opeana ciyxa u nabupunma

Peoko: Hapymienus ciyxa.

Hapywenus co cmoponvl cepoya

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

Yacmo: ycyryonenue cumnromoB TedeHuss XCH (y nanuentos ¢ XCH);

Heuacmo: mapymenune AV mnpoBoguMocTH, Opamukapaus (y TalHUEHTOB C apTepHaIbHOU
THIEPTEH3UEH WM CTEHOKapiuen), ycyryonenue cumnromMoB teueHuss XCH (y mauueHTOB ¢
apTepUalIbHON THIIEPTCH3UEH WIIM CTCHOKap e ).

Hapywenus co cmoponul cocyoos

Yacmo: ollylleHWE TNOXOJOJAaHUS WM UYYyBCTBO OHEMEHMSI B KOHEYHOCTSIX, BBIPA)KEHHOE
cHmxenue AJl, ocobenno y nanuentos ¢ XCH;

Heuacmo: oprocTatnyeckas TMIIOTEH3U.

Hapywenus co cmoponwl OvixamenbHOU cucmemsl, Op2aHos8 epyOHOU KIemKU U CPeOOCmMeHUs
Heuacmo: 6poHxocna3M y IalMeHTOB ¢ OpOHXHAIILHOW aCTMOM WIJIM OOCTPYKIIMEH ABIXaTEIbHBIX
IIyTeN B aHAMHE3E;

Peoko: annepruueckuil puHMT.

Kenyoouno-kuuieunvie HapyueHus

Yacmo: TOIIHOTa, pBOTA, AMApES, 3aII0P.

Hapywenus co cmoponvl neuenu u s#cenuesbl8o0auux nymeti

Peoko: renarur.

Hapywenus co cmopoHul Kodcu u nOOKOMCHbIX MKAHel

Peoko: peakuuu runepuyBCTBUTEIBHOCTH, TAKUE KAaK KOXKHBIM 3Yy[l, ChIlb, TUIIEPEMUS KOKHBIX
MOKPOBOB U aHTMOHEBPOTHUECKUN OTEK;

Ouenv peoko: anoneuus. beTra-aapeHOOIOKATOPHI MOTYT CIIOCOOCTBOBaTh OOOCTPEHUIO
CHUMIITOMOB T€UEHHMS [ICOPHAa3a UK BBI3bIBATH IICOPUA30II0JO0HYIO CHIMb.

Hapywenus co cmoponul mbluieunotl, CkeiemHot u cOeOuHUmMenbHOlU mKaHu

Heuacmo. MplledHas c1abocThb, CyJJOPOI'H MBIIIII.
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Hapywenus co cmoponvl penpodykmusHou cucniembsl u %}Tgﬁn—lb%@ﬂ;egEﬂbH": CTb 0007)

Peoxo: spektunbHas qucHyHKIIHS.

Obwue napywenus u peakyuu ¢ Mmecme 68e0eHUs.

Yacmo: actenus (y nanueHtoB ¢ XCH), moBbIllIeHHAS yTOMIIIEMOCTD*;

Heuacmo: actenus (y HallMeHTOB C apTepuaIbHON THIIEPTEH3UEH UM CTEHOKapAUeH).
Jlabopamophvie u uncmpymenmanvHule OanHble

Peoxo: noBbIllIeHNE KOHIICHTPAIIUHN TPUTIUIEPUIOB M AKTUBHOCTH «TIEYCHOYHBIX» TPAHCAMUHA3
B KpoBH (acnaptatamuHoTpancdepasa (ACT), amannHamuHoTpancdepasa (AJIT)).

* YV manmueHToB ¢ apTepUaNbHON THIIEPTEH3UEH WM CTEHOKapJueill 0coOOEHHO YacTO JaHHBIE
CUMITOMEI TIOSIBIIIIOTCS B Hadaie Kypca JiedeHus. OObIYHO yKa3aHHBIC SBIICHUS HOCST JISTKUHN
XapakTep M MPOXOJAT, Kak MMPaBWIIO, B TCUSHHUE 1-2 HEAeNb ociie Hadana JICUCHUS.

COO6H.I€HI/IC O IMOA03PCBACMBIX HCKCIATCIAbHBIX PCAKIIHUAX

BaxxHo cooOmaTte 0 TOM03pEBAaEMbIX HEXKENATEAbHBIX PpEaKIHUAX IOCIe pPErucTpaluu
JICKapCTBEHHOTO TIperapara ¢ meiibio 00eCreueHrs: HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOIO mpemnapara. MeauIMHCKUM pabOTHHUKAM PEKOMEHIYEeTCs
coo0maTh O JIOOBIX T0JI03PEBACMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Mperapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIICHUS O HEKEIaTeNbHBIX PEaKIHIX TOCylIapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

®enepanbHas ciryx0a 1Mo Haa30py B chepe 3ApaBoOXpaHeHUs

109012, r. MockBa, CnaBsiHCKasl miiomaip, 1. 4, ctp. 1

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

DnekTpoHHas nmoyta: pharm@roszdravnadzor.gov.ru
Caiit B UHGOPMAITMOHHO-TEIEKOMMYHHUKAITIOHHOM CeTH «MHTepHeT:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CuMITOMBI

HaubGonee wuacTeie cUMOTOMBI Tepeqo3UpoBKHU: AV 0Oiokana, BBIpaKEHHas OpaIuKapiws,
BEIpaXeHHOe CHWkKeHHe AJl, OpoHxocmasm, ocTpas cepjedHas HeJA0CTaTOYHOCTh |
TUTIOTJTHKEMHUSL.

UyBCTBUTENHHOCTh K OJHOKPATHOMY MPHUEMY BBICOKOW 03Bl OMCOIMPOIIONa CUIBLHO BapbHPYyET
Cpeau OTACNbHBIX TAalMeHTOB u, BeposTHO mnamueHTel ¢ XCH o6namaior BBICOKOM
YYBCTBUTEIHLHOCTHIO.

Jleuenue
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ITpy BO3HUKHOBEHUH NIEPENO3UPOBKH, IIPEXKIE BLETO, He(')%ﬁ%@fv&g%ﬂféﬁemﬁe%ﬁam
p p p » 1Ip

U HayaTh MOJIEPKUBAIOIIYI0 CUMOTOMAaTHYeCKylo Tepanuio. [Ipu BeIpaxkeHHON Opanukapauu:
BHYTPHBEHHOE BBejAeHUE aTporuHa. Eciau 3Q@eKkT HeqoCcTaTOUHbIH, ¢ OCTOPOKHOCTBIO MOXKHO
BBECTU CPEJICTBO, OONaaaromiee IMOJIOKUTEIbHBIM XPOHOTPOIIHBIM JieiicTBUeM. MHOrma mMoxer
NOTpeOOBaTHCS BpEMEHHAs! IOCTAaHOBKA AIICKTPOKAPIUOCTHUMYJISTOPA.

[Tpu BeIpa’keHHOM CHUXEHUU A/l BHYTpMBEHHOE BBEJCHHE IUIA3MO3aMEIIAIOIINX PACTBOPOB U
BA30MPECCOPHBIX  MpernaparoB. BHYTpUBEHHOE BBEJIEHHE IJIOKaroHa MOXET  OBITh
11eJIECO00Pa3HBIM.

[Ipu AV Gnokaze: manueHTs! JODKHBI HAXOAUTHCS IO/ OCTOSHHBIM HAOIIOACHUEM, B TIOTy4aTh
JeyeHne Oera-aJipeHOMHUMETUKAMHU, TaKMMU Kak snuHeppuH. B ciaydae nHeobOxommmoctu -
MOCTAaHOBKA AJIEKTPOKAPINOCTUMYIISITOPA.

[Ipu oOoctpennu Tteyenuss XCH: BHyTpHBEHHOE BBEJCHHE JAWYPETUKOB, IIPEIApaToB C
HOJIOXKUTEIILHBIM HHOTPOITHBIM 3((PEKTOM, a TaKKe Ba30AUIaTaTOPOB.

[Tpu OpoHxocna3me: Ha3Hau€HUE OPOHXOAMIIATATOPOB, B TOM 4YHCIIEe OeTaz-aJlpeHOMHUMETUKOB
W/WIM aMUHO(DIILTHA.

HpI/I THIIOTTIMKEMUHN: BHYTPHUBCHHOC BBECACHNEC NJCKCTPO3bI (I‘J'IIOKO?»H).

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA

dapMakoTepaneBTUYECKas TPyIIa: MpenapaThl s JeueHus 3a00J1eBaHNu cepAeYHO-COCYTUCTON
CHUCTEMBI; OeTa-aIpeHO0I0KATOPHI; CEIEKTUBHBIC OeTa-aIpeHOOIOKATOPHI.

Kox ATX: CO7ABO07

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘IeCKI/IC 3d)d)eKTLI

CenexTuBHbII OeTai-aapeHobIokaTop 6€3 COOCTBEHHON CUMIATOMUMETHIECKON aKTUBHOCTH, HE
obsamaeT MeMOPaHOCTAOUIU3UPYIONIUM JeicTBUEeM. bucompornon B TepameBTHUECKHX J103aX
o0JyajlaeT HE3HAYUTENBHBIM CPOACTBOM K OeTar-aJpeHOpelenTopaM BHYTPEHHUX OPTraHOB
(momxenyouHas jkeJe3a, CKelleTHbIe MBIIIIIB, T1a/IKast MyCKyJIaTypa nepudepuiecKux apTepui,
OpOHXOB ¥ MaTKH), a Takke K O0eTaz-aJpeHOpelenTopaM, YYacTBYIOIIUM B pPETyIsAlUN
Merabonu3ma. CrenoBarenbHO, OucOmposod (B OTJIMYME OT HECEJICKTUBHBIX Oera-
aJpeHo0JI0KaTOPOB) B IEJIOM HE BJIMSET HA CONPOTHBIICHUE JIBIXATEIbHBIX ITyTEH, OKa3bIBaeT
MEHEee BBIPRXKCHHOE BIHSHHE Ha OpraHbl, COJepKaliue OeTaz-aJpeHOPelenTopbl, U Ha
VIJIEBOIHBII OOMEH, HE BBI3BIBACT 3aJIEPKKM HMOHOB HATpUs B OpraHu3Me. BBIpakeHHOCTh
aTepOTEHHOTO JICHCTBHS OMCOMPOIIOa HEe OTIIMYAETCS OT JICHCTBHSI MTPOIIPAHOIIONA.

B TepaneBTHueckux g03ax OMCOMPOIIOT OJIOKUPYET OeTa-aJpeHOPEEeNITOPHI CeP/IIla, YMEHbBIIIAET

CTUMYJIMPOBAHHOC KaTCXOJIaMHWHAMU O6pa3OBaHI/IC OUKINYICCKOI'O aI[eHO3I/IHMOHO(I)OC(I)aTa
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OKa3bIBaET OTPHIIATEIILHOE XPOHO-, JPOMO-, OAaTMO- W WHOTPOIHOE JeiicTBue. bucomposnon
ymenbinaeT YCC B 1okoe U Mpu Harpyske, 3aMeJUIeT aTpUOBEHTPUKYJISIPHYIO POBOJIUMOCTb,
yMEHbLIAeT BO30yIMMOCTh MUOKapAa. CHUKAET cepAeuHbli BBIOPOC, B HE3HAUUTEIIbHON CTENEHH
CHIJKAeT YyJapHbI 00beM. YMEHbIIAET NOTPEOHOCTh MMOKapia B KHCIOPOJE, CHUXKAET
AKTUBHOCTb PEHUHA IJIa3MbI KPOBH.

B nauane nmedyenust B mepBbie 24 yaca mocie mpuema Oucorpoiiona odmiee nepudepudeckoe
cocynucroe conpotusieHre (OIICC) HeckonbKO yBeauuuBaeTcs (B pe3yibTaTe peLUIpOKHOIO
BO3pacTaHus aKTUBHOCTH alb(a-anpeHopenentopon). Yepes 1-3 cytok OIICC Bo3Bpamaercs K
ucxoaHoMmy. [Ipu nnurensHoi Tepanuu n3HavanbHO nosblieHHOe OIICC cHuxaercs.
MakcuManbHBINA TeMOIMHAMUYeCKUi 3 PeKT mocturaetcs dyepes 3-4 gaca rmociie nmpuemMa BHyTPb.
ITpu npumenenuu 1 pa3 B CyTkH TepaneBTUYeckuil 3pexT 6rconposiona coxpaHseTcs B TEUCHUE
24 gacoB 6marogaps 10-12 wacoBomy Ti/2 U3 m1a3Mbl KpOBHU.

Bucorponon o61agaeT TakKuMH e 3IeKTpodu3noIorndeckumu dddexkramu, Kak u Apyrue oera-
anapeHoOIoKaTopel. B aekTpodu3noiornyeckux ucciaenoBanusx Oucompoion ypexan UCC,
yBEJIMYMBAJ BpeMs MpOBEACHUS M  pedpakTepHble MNEpUoJbl  CHHOATPUAIBHOIO U
aTPUOBEHTPUKYJSIPHOro y310B. OTmeuaercs yanuHenue uHTepBanoB RR m PQ, a Ttaxxke
koppurupoBanHoro natepsana QT (QTc) na OKI' (B npenenax HOpMaIbHBIX 3HAYEHU).
buconponon oka3plBaeT AHTUTMIEPTEH3UBHOE, AHTUAPUTMHYECKOE U aHTUAHTHWHAJIbHOE
JICUCTBUE.

MexaHu3M  aHTUTUIEPTEH3MBHOTO  JeicTBUA  Oucomposiona M3y4eH He  IOJIHOCTBIO.
AHTUTUNIEPTEH3UBHBIN 3PPEKT MOKET OBITH CBSA3aH C YMEHBIIEHHEM MUHYTHOTO 00beMa KPOBH,
CUMIATHYECKON CTUMYJISILMU NepupeprUuecKux COCYIOB, CHMIKEHHUEM COJACpKaHHUsS PEHHHA B
IUIa3Me KPOBHM M aKTMBHOCTU PEHHMH-aHTHOTEH3UHOBOM cHcTeMbl (MMeeT O0bIIoe 3HaYeHUe Jis
NAallMeHTOB C HCXOAHOM THIepceKkpelrell peHHHa), BOCCTAHOBJIEHHEM YYBCTBUTEIBHOCTHU
OapopelenTopoB YTy aOpThl B OTBET HA CHUKEeHHE A/l 1 BIMsSHUEM Ha LEHTPAJbHYIO HEPBHYIO
cucremy. Ilpu aprepuanbHoil runepTeH3uu 3PGeKT HacTymaeT yepe3 2-5 aHel, MaKCUMalbHOE
cHmkeHne AJl mocturaercsi, Kak IpaBuilo, 4yepe3 2 HEJIENH 110CIIe Havasa JICYEHHUS.
AHTHAHTHHAJIBHBIN 3P GeKT 00yCIOBIeH YMEHbIIEHUEM MOTPEOHOCTH MHOKap/ia B KUCIOPOJE B
pesyibrate ypexkeHus UYCC, HE3HAUYUTENIbHOTO CHHMXKEHHUS COKPAaTHUMOCTH, YUIMHEHHEM
JUACTOJBI, yayulleHneM nepdy3un muokapaa. [Ipu oqHOKpaTHOM MPUMEHEHUU Y MAIMEHTOB C
NBC 6e3 npuznakoB XCH 6uconposnon canxaer YCC, yaapHelii 00beM cep/iia 1, Kak clIe/ICTBHE,
yYMEHbIIaeT (Ppaklrio BEIOpOca U TOTPEOHOCTh MUOKap/ia B KUCIOPOIE.

AHnTunapurMuyeckuit 3¢ ekt 00ycIoBIeH YCTpaHEHUEM apUTMOTEHHBIX (PaKTOPOB (TaXUKapAHH,

MOBBINIIEHHOM AaKTHBHOCTH CHMIIATHYECKON HCpBHOfI CHUCTEMBI, YBCIWMYCHHOI'O COACPKaHUA
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CHHYCHOTO U SKTOMHMYECKOTO BOAUTENEH pUTMa W 3aMEJICHHMEM aTPUOBEHTPHUKYJISIPHOTO
npoBeicHUs (IMIPEUMYIIECTBEHHO B AHTETPAAHOM U, B MEHBIIEH CTENEHH, B PETPOrpagHOM
HAIPAaBIICHUSAX YePe3 AaTPUOBEHTPUKYIISIPHBIN y3€1) U MO JOMOJIHUTEIbHBIM MY TSM.

5.2. DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopouus

buconponon nouru nosnHocteio (Oosiee 90 %) BcacklBaeTcs U3 KEIMyAOYHO-KUILIEYHOIO TPAKTa.
Ero OuogocTymHOCTh  BCIEACTBME  HE3HAYUTEIHHOW  METa0OIM3allud  «IpU  HEPBOM
MIPOXOXKACHUNY Yepes neyeHsb (Ha ypoBHe npumepHo 10 %) cocrasinser okono 90 % mocie npuema
BHYTpb. [Iprem nmummu He BiuseT Ha OMOJOCTYNMHOCTh. BHCOMPOIONa IEeMOHCTPUPYET JIMHEHHYIO
KHHETHKY, MPUYEM €ro KOHIIEHTpAaIlMu B IUIa3Me KPOBHU MPOIOPIHMOHAIBHBI MPUHATON J103€ B
nuana3one ot 5 g0 20 mr. MakcumMasnbHas KOHLEHTpauus 6ucornposona B miazmMe KpoBU (Crmax)
JocTuraercs uepes 2-3 yaca.

Pacnpenenenne

Bucormponon pacnpenensiercss A0BOJIbHO mMHUpoko. OOBEM pacmpeneneHus COCTaBisieT 3,5 JI/KT.
CBs3b ¢ OenmKkaMu T1a3Mbl KPOBH TocTUraeT npumepHo 30 %.

BI/IOTDaHCd)ODMaHI/IH

Bucorponon MeTaboau3upyeTcs Mo OKUCIUTEIILHOMY ITyTH 0€3 Tocieaytonlei Konploranuu. Bee
METaOOUTHI TOJSIPHBI (BOJOPACTBOPUMEBI) M BBIBOIATCS Toukamu. OCHOBHBIC METaOOJMTHI,
oOHapy>KUBaeMble B TJIa3Me€ KPOBU U MOYE, HE MPOSBIAIOT (HapMaKOJIOTHUECKONH aKTUBHOCTH.
JlaHHbIe, TOMyYeHHBIE B pe3yIbTaTe SKCIEPUMEHTOB C MUKPOCOMaMH NIEUYEHU YeJIOBeKa in Vitro,
MOKAa3bIBAIOT, YTO OMCOMPOIIOT META0OIU3UPYETCS B MIEPBYIO OYEPEIb C MOMOIIBIO H30(hepMeHTa
CYP3A4 (okoiso 95 %), a uzopepment CYP2D6 urpaer nuip He3HAYUTEIBHYIO POJIb.
DJIMMUHALNS

Knupenc Ouconposnona ompenensercss paBHOBECHEM MEXIY BBIBEJCHHMEM IOYKaMHU B
Hen3MeHeHHOM Buje (okoisio 50 %) u merabonu3zmoM B neuenu (oxosio 50 %) 10 MeTaboInuTOB,
KOTOpBIE TAaK)K€ BBIBOAATCS moukaMu. O0mumii knupeHc cocrapiseT 15 n/gac. Tiz - 10-12 gacos.
OtcytctByer uH(pOpManuss o (apMakoOKMHETHKe Oucomnpoiona y mnamueHtoB ¢ XCH u
OJIHOBPEMEHHBIM HapyIIeHUEM (PYHKIIMH TEYSHH UITH MOYCK.

Oco0ble TPVIIILI TAIMEHTOB

Iloueunas nedocmamounocms

B uccrnenoBanum y nanueHToB ¢ novyeyHoii HepoctatouHocThio (KK 28 mn/MuH), Ob110 TOKa3aHO,
yro cHkeHne KK conpoBoxknaercs yBenuueHueM Cmax, IVIOLIAIN 1O/ KPUBON «KOHILIEHTpALMSI-
BpeMs» (AUC) u Tip OGucomponona. ITockoibKy KIUPEHC OHMCOIMpOJIONa B PaBHOM CTENEHU

OCYHICCTBJIACTCA ITOYKAMHU U IEYCHBIO, Cy].LICCTBCHHOﬁ KyMyJIsIun 6Hconponona Y NallMCHTOB C
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

TspKeNnol noueyHoi HemoctarouHocTH (KK < 20 Mu/MUH) KyMy TSI MOXKET MPOUCXOIUTH | 1032
npernapara He J0JDKHa IpeBblmarh 10 Mr B CyTKH.

Ileyenounas neoocmamounocmo

Y mHanueHTOB C LUPPO3OM IIEUYEHH OTMEYAETCs BBICOKAsT BapuabelbHOCTh U 3HAYUTEIBHOE
3aMeJIeHHE MMMUHAIMN [0 CPABHEHUIO €O 310poBbIMHE JtobMH (T1/2 Gucomposnona cocTaBisier
ot 8,3 no 21,7 vaca). Knuauuecku 3HaunMble pa3nuyust (apMaKOKHHETUKH MEXAY MallHeHTaMH
C HOPMaJIbHOW W HapylleHHOW (QyHKIMEHW IeUYeHW HEe BBIABICHBL. B cilyyae BbIpaKeHHOMH
MEYCHOYHON HEJIOCTATOYHOCTH KYMYJIALIUS MOKET MPOUCXOIUTh, U J03a IpernapaTa He JI0JDKHA
npesblath 10 Mr B CyTKH.

XpoHuueckas cepoeyHas HedoCmMamoyHoCmy

V¥ nanuentoB ¢ XCH III ¢pynkunonansHoro kinacca no kinaccudukannu NYHA Ob11u oTMeyeHbl
0oJiee BBICOKOE cojiepKaHue OMCOMpOosIoia B IIa3Me KPOBH U YBEIHUEHHBIH T1/2 IO CpaBHEHUIO
CO 3JI0POBBIMHU 100POBOJBIIAMU. Cimax OMCOIIPOJIOIIA B MJIa3M€ KPOBU B PABHOBECHOM COCTOSIHUM
cocraBisieT 64+21 ur/mi npu cyrouroi go3e 10 mr; T2 cocTaBmsier 1745 gacos.
®dapmakoknHeTHKa Ouconposnona y nainueHTos ¢ XCH u conmyTcTByOMMM HapyieHueM GyHKIUN
MEYCHU WJIM MOYEK HE N3ydalach.

Jluya noowcunozo eospacma

Y mnanueHToB MOXHIIOIO BO3pacTa OTMEUAETCS HE3HAYUTEIBHOE YBEJIMYEHHE HEKOTOPHIX
dapmakokuHetnueckux mnokazareneit (Tin, AUC, Cmax) Oucomposiona mTO CpaBHEHHUIO C
MOJIOJBIMHM TALIMEHTAMH MPEANOI0XKHUTEIBHO B CBSI3U C BO3PACTHBIM CHHM)KEHHEM IOYEYHOI'O
kiupeHca. OIHAKO 3TH Pa3IUuus HE SBISIOTCS KIMHUYECKHM 3HAYMMBIMH U HE TpeOyroT

KOPPEKILIMHU 03Bl OMCOMpoioa.

6. PAPMAIIEBTUUECKHUE CBOVMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHBIX BEIIECTB
JlakTo361 MOHOTHApAT

[emron03a MUKpOKpUCTAJUTHYECKAs
IToBunon K25

Kpaxmain npexenaTHHU3UPOBAaHHBIN

Marnus creapar

CocraB 000JI0YKH:

I'unpomeriosa

Turtana quokcun (E171)
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Makporoa 4000

6.2. HecoBMecTUMOCTH

He npumennmo.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHutb 1pu Temrneparype He Boiie 25 °C.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

ITo 10, 25, 30 wnmm 50 TabneToKk B KOHTYPHYIO SYEHKOBYIO yHakoBKYy (OJMCTEp) W3 IJICHKH
NOJMBUHUIXJIOPUIHON U (DOJIBI'H aTFOMHUHUEBOM NEUYATHOHN JTAKHPOBAHHOM.
1,2,3,4,5,6,7,8 9 win 10 KOHTYpPHBIX STYEUKOBBIX YITAKOBOK BMECTE C MHCTPYKIIMEH IO
MEAUIIMHCKOMY MPUMEHEHUIO (JIMCTOK-BKJIAIBIII) TOMEIIAIOT B KAPTOHHYIO YIIAKOBKY (TAuKYy).
6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 MNpenapara WJIM OTX0A0B, TMOJYYEHHBbIX IIOcjde NPHMEHEeHUus:
JIEKApPCTBEHHOI'0 Mpenapara u Apyrue MaHUILyJISIUM C IPenapaToM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccus

000 «PUD»

445351, Camapckas 001acTh, T.0. XKurynesck, r. JKurynesck, yi. ['uapoctpouTtenei, a. 6, momer.

272.

7.1. IlpeacraBuTe b JepsKaTeIsi pETHCTPALMOHHOIO YI0CTOBEPEHH S

[Iperensnu moTpeOUTENIEH HAIIPABIIATE 10 AAPECY:

Poccns

000 «O308»

445351, Camapckas 0611., T.0. XKurynesck, r. XKurynesck, yi. ['unpoctpourene, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUASA
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(NOCNEOOBATENEHOCTE 0001)

9. JIATA TNEPBUYHOM PEIUCTPAIIUM (IIOATBEPXKIEHUS
PETUCTPALIMMU, IIEPEPETUCTPAIINN)

JlaTa nepBoi perucTpanyu:

10. TATA IIEPECMOTPA TEKCTA

OOmast  xapakTepucTHKa JIGKApCTBEHHOro  mpemapata  bucompomon — goctymHa — Ha
UHPOPMALIMOHHOM TopTaie EBpa3suilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHKAIIMOHHOH cetu «MHTepHeT» http://eec.eaeunion.org/.
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