COOTBETCTBYET 3KCMNEPTHO
ot 05.06.2025 Ne 142:

OBILAST XAPAKTEPHCTHKA JTEKAPCTBEHIFOPOTIPEITAPATA U002

MY OTYETY

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IPEITAPATA

Coranon Kanon, 80 Mr, TaOJIeTKH.
Coranon Kanon, 160 mr, Ta0JIeTKH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JelicTBytolee BENIECTBO: COTAJION.
Corasnon Kanon, 80 mr, Tabinerku
Kaxxnas tabnerka comepxut 80 Mr corasoiia (B BUJIe THAPOXIOPHIA).

Corasnon Kanon, 160 mr, Tabiaerku

Kaxxnas tabnerka conepxut 160 mr cotanona (B BUIE THIPOXIIOPUIA).
[TonHbIN TepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEJIECH B pasee 6.1.

3. JEKAPCTBEHHAS ®OPMA

Ta0erku.

Coranon Kanon, 80 mr, Tab1eTKH

TabneTku Kpyrible TIOCKOIMMIMHAPUYECKUE ¢ (acKol M PUCKOM, OENOoro WiM modtu Oenoro

[BETA.
Jlunus paznoma (pucka) He MpeaHa3HAYEHA IS pa3iaMbIBaHUS TaOIETKU.

Corasnion Kanon, 160 mr, Tabierku

TabneTkn Kpyribple IUIOCKOUMIMHIAPUYECKHE C (PacKod M PUCKOH, Oenoro Wiy modtu Oenoro
IBETA.
Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3jiaMblBaHUs TaOJIETKU.

4. KIMHUYECKUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

IIpenapar Cotanon KanHoH noka3aH K NpUMEHEHUIO y B3pOCIIbIX B Bo3pacTe oT 18 ner:
o KenynouykoBas apuTMUSL:

— JICUEHUE KUZHEYTPOKAIOIIEH KETyJOUKOBOM TAXUAPUTMUU;
— JIeUEHUE CUMIITOMATUYECKOW HEYCTOMUMBOMN KEITYJOUKOBOM TAXUAPUTMUHU.
e HaoxenynoykoBas apuTMUS:

— npo(UIAKTHKA PA3BUTUS MApOKCH3MAIbHON MpEeNCepaIHON TaxUKapIuH, MapOKCH3MaIbHON
GUOpWILUISIIMN  TIpeicepaNii, MapOKCU3MAJIbHON  IpeacepAHO-KETYA0UKOBOH  y3J10BOH
PELMIPOKHON TaxMKapAuW THUIA «re-entry», MapoKCU3MalIbHOM MPEACEpAHO-KENTYI0UKOBON
PELMIPOKHON TaXWKapAUM C Y4acTUEM JIONOJHUTENBHBIX IMyTEH M MapOKCHU3MalIbHOU
Ha/KEITYJOUYKOBOM TaxUKapAuy MOCIE MPOBEACHUS XUPYPrU4eCKOro BMEIIATENIbCTBA;

— Mo//Iep>KaHre HOPMAJILHOTO CHHYCOBOT'O PUTMA T0CjIe KOHBEpCHH (GUOPHILIALINY peAceparii
WIM TpEeNeTaHus mpeacepani

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHUA

PexuM no3upoBaHus

Jo3y mpemnapara moa0UpaOT WHAWNBUAYAIBHO B 3aBHUCHMOCTH OT TSDKECTH 3a00ieBaHHS W
peaKIuu ManyueHTa Ha iedeHre. HaunHate JiedueHne U yBeIU4uBaTh 103y Mpernapara HeoOXoauMo
B YCJIOBHUSIX TIIATEIHHOTO MEIUIIMHCKOTO HAOIOIEHUS, TIOJI KOHTPOJIEM JIEKTPOKAPIMOT PAMMBI
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 05.06.2025 N= 142

(OKT") (Bemnumna xoppurupoanHoro QT), koH HeHTDaL{MM%:ﬁ}%aQV:IQ H;B];h L:bggll:bﬂnl'ﬂm

(GYyHKINU TTOYEK.

HavanbHas no3a cortanona cocrasisger 80 Mr B cyTku (1o 40 mr 2 pa3za B CyTKH C MHTEpPBAJIOM
IpUMEpPHO B 12 4; B 3TOM cllydae BO3MOXKHO IIPUMEHEHHME COTaJI0NIa JPYroro MPOU3BOJUTES).
[Tpu HEOCTATOYHOM BRIPAXKEHHOCTH TEPANICBTHUECKOTO 3 (eKTa 1032 MOKET ObITh MMOCTETICHHO
yBenuueHa 10 240-320 mr B CyTKH, pa3AeieHHON Ha 2—3 npuema.

VY 60JbIIMHCTBA MAUEHTOB TepaneBTUYECKUi 3¢ (EKT TOCTUraeTCs MPU NPUMEHEHUU CYTOUYHOM
10361 160—-320 mr, pazaesneHHON Ha 2 TpueMa.

HekoTopelM mamueHTaMm ¢ YrpoKaromend >XU3HU pPePpakTepHON IKETyJTOUYKOBOW apUTMHUEH
BO3MOYKHO YBEJIMYEHHUE 03B MAKCUMAIILHO 110 6—8 Tabnerok mpemapata (480—640 mr coranona),
paszieJIeHHBIX Ha 2 WK 3 OTAENbHBIX NpueMa. OJIHaKO TaKue J103bl MOXKHO MTPUMEHSTH TOJBKO B
TE€X ClIydasX, KOrJa IOTEHIMalbHas TI0Jib3a IMPEBBIINIACT PHUCK PA3BUTHS HEXKEIATEIbHBIX
peaxIuii, 0co0EHHO POAPUTMOTEHHOTO JACHCTBUSI.

Oco0nIe T'pYIHIIBI AIIMCHTOB

HauueHmbl C Hapyuienuem qbyHKl/;l/ll/l nodyexk

VY NanueHToB ¢ HapyIIeHHeM (QYHKIIUH MOYCK UMEETCS PUCK PA3BUTHUS KyMYJISIHU, TIO3TOMY UM
HEOOXO0MMO KOHTPOJIHMPOBaTh BeauuuHy kiupeHca kpearnHuHa (KK) u wactoTy cepiaedHbIX
cokpamenunit (UCC) (ae menee 50 yn/mMun).

HOCKOJH)Ky COTAJIOJ BBIBOJAUTCA M3 OpraHuiMa MNPCUMYIICCTBCHHO IIOYKAMM W IICPHUOL €TO
IMOJIYBBIBCACHUS YBCIMYMUBACTCA IPH HAJIWMYWH HAPYLICHHA q)yHKHI/II/I IMOYCK, O03Yy IIperiapara
CIIEAIyeT CHUKATh, PYKOBOJICTBYSICH CIICAYIONIMMU PEKOMEH/IAI[USMH:

Knupenc kpeaTHHHUHA, B MII/MUH Pexomenayemas no3a
Bonee 60 OOGbIuHas 1032
30-60 V5 OOBIYHOM 10361
10-30 V4 0OBIYHOM 10361
Memnee 10 [IpoTtuBOIIOKa3aHO

KnmpeHc kpeaTnHUHA [T MY»XYHUH pacCUUTHIBAETCS 10 (popmyie:

((140 — Bo3pacrt) x Bec (kr)) / (72 X KOHUEHTpalLKs KpEaTUHUHA B CBIBOPOTKE KPOBHU (MI/1));
JUISL )KEHIIIMH MOJIyYE€HHBIN pe3yapTaT yMHOkatoT Ha 0,85.

Ecnu maGopatopHblii aHanM3aTop BBIAAET PE3yIbTaT KOHIEHTPAIMH KPEaTHHHHA B CHIBOPOTKE
KPOBH B €IMHULAX MKMOJbB/JI, TO HEOOXOIUMO pa3JeluTh MOJydeHHbIH pe3ynbraT Ha 88,4 (1
Mr/mt = 88,4 MKMOJIB/IT).

[lpu HapymeHuun QYHKIUM TOYEK TSOKEJIOW CTENeHM TSHKECTH HEOOXOJUMO IPOBOAUTH
peryssipublid KoHTpoab DK 1 KOHIIEHTpaMu npenapaTa B CBIBOPOTKE KPOBH.

Ilayuenmoi ¢ napyuwenuem GyHKyuu neveru

Koppekuuu 10361 HE TpedyeTcs.

JUTMTeTbHOCTh TepaINny OMPEIEIIIETCS BPAuOM.

B Tom ciyuae, ecnn Bbl 3a0buTH BOBpeMsl NMPUHATH TaONETKy, CIACAYIOUIMH pa3 HE CIeayeT
yIIBauBaTh 103y, HAJI0 IPUHATH TOJIBKO Ha3HAYCHHOE KomdecTBO npemnapara Coranon KanoH.

CTH

BezonacHocts u s dextuBHOCT, npenapara Cotanon Kanon y nmanuentoB B Bo3zpacte ot 0 10
18 net He yctaHoBieHbI. [laHHBIE OTCYTCTBYIOT.
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ot 05.06.2025 N= 14228

(MOCNEOCBATENEHDCTE 0002)

Croco0 ImpuMeHeHus

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Buytpp, 3a 1-2 4 10 mpuema mnuiM, HE pa3KEeBbIBas, 3alHBasi JOCTATOYHBIM KOJIMYECTBOM
*KuakocTd. OJHOBpEMEHHBIM MpUeM THINKA (0OCOOCHHO MOJIOKO M MOJIOYHBIC IPOJIYKTHI)
YMEHBIIAIOT BCAaChIBAaHUE Mperapara.

4.3. [IlpoTuBONOKAa3aHUSA

e [ UNepuYyBCTBUTEIBHOCTH K COTAJIONY, TPOU3BOAHBIM CYIb(OHAMUIA WIH K JIFOOOMY IPYTOMY
13 BCIIOMOTATEJIbHBIX BEUIECTB, IEPEUMCICHHBIX B pasnene 6.1.

e CuHapoM cia0OCTH CHHYCOBOIO V35a, BKJIOYas CHHOAYpUKYJIApHYIO Ojokany (3a
UCKJTIOUYEHHEM MAIMEHTOB ¢ PYHKIMOHUPYIOIIMM 3JIEKTPOKAPANOCTUMYIISITOPOM).

o ArtpuoBeHTpukyimsipHas (AV) Omokaga Il wmmm Il  crememm (mpu  OTCYTCTBUH
(GYHKIIMOHUPYIOLIETO JIEKTPOKAPIUOCTUMYIISATOPA).

e BpoxaeHHbIH WM NpUOOpeTeHHBI cuHApoM yanuHeHHoro uHTepBasna QT na OKI wnwm
MIPUMEHEHHUE JIEKapCTBEHHBIX IIPEnapaToB, KOTopsie MOryT yanuHsaTs uHTepBai QT na DKI.

e JlomumopdHas  KETyJO4YKOoBass  TaxUKapAusl  THIA  «IHPYIT»  (AByHampaBieHHas
BEepETeHOO0pa3Has JKeIyI0UKOBas TAXUKaAPAUs).

e OAHOBPEMEHHOE IPUMEHEHHE JIEKApCTBEHHBIX IIpEnapaToB, KOTOpPblE MOI'YT BbI3BaTh
OJIMMOP(HYIO KEIyTI0YKOBYIO TaXUKAPIUIO TUIIA «ITUPYIT» (cM. pazaen 4.5.).

e BripaxxeHHas Opaaukapaus (4acToTa CeplIeYHbIX COKpameHnit meHee 50 y1/MuH).

e AprepualibHas THIOTEH3Us (KpOMe CilydaeB, 00YCIOBICHHBIX apUTMHEH).

e KapamoreHHbIi HIOK.

e JlexomnencupoBanHasg XCH, XCH IV ¢.kx. (mo NYHA).

e BripaxeHHas runepTpodusi MpaBoro Kelyaodyka WU TMPABOXKETYJOUKOBas CepedHas
HEJI0OCTAaTOYHOCTh, 00YCIIOBJICHHBIC JIETOUYHOMN TUIIEPTEH3UEH.

e CunzpoM PeifHo U TspKesble HapyIIeHUs epupepruieckoro KpoBooopaeHus.

e bpoHxuanbHasg acTMa WK XpOHUUYEcKas 00CTpyKkTUBHas 6ome3Hb gerkux (XOBbJI), B Tom uncne
B aHaMHeE3e€.

e Tspkenas moyeuHas HEAOCTATOYHOCTD (KIMpEHC KpeaTuHuHa <10 Mi/MuH).

e Merabonndeckuii alu03.

e ['mnokanuemMus.

o ®deoxpomorToMa (6€3 OJHOBPEMEHHOTO MPUMEHEHHUsI alib(a-aIpeH0OI0KaTOPOB).

e OOmras aHecTe3usl, BBI3BIBAIOIIAS TI0/1aBJICHUE (DYHKITMU MUOKapa.

e [lepuoa nakrauum.

e Jlerckwuii Bo3pact 10 18 et (3¢hhekTuBHOCTH M 6€30MaCHOCTh HE YCTAaHOBJICHBI).

4.4. OcoOble yka3aHHMsl 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

Crnenyet co0noaTh OCTOPOKHOCTH MpU puMeHeHnu npenapaTta Cotanon KaHoH y manueHTos,
HEJAaBHO IepeHeclnX WH(papKT MHUOKapja, NMpH caxapHOM Juabere, rcopuasze, HapyLIEHUU
(GyHKIMU TIOYeK, ATPUOBEHTPUKYISIpHOM Onokazne [ cremeHu, XpOHUYECKOH cepaedHoi
HE/IOCTaTOYHOCTH, TPHU 3JIEKTPOJUTHBIX HapyIIEHUsX, NpH yuiMHeHHMH uHTepBana QT, B
IIO’KUJIOM BO3pAcCTe, NPU NPOBEACHUM XUPYPTUUECKUX BMEIIATENbCTB, AJUIEPIMUECKUX PEAKIIMIX
B aHaMHeE3e, a TaKKe Ha (POHE NMPOBEJCHUS AECEHCHOMIN3UPYIOLICH TepaiH.
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COOTBETCTBYET 3KI(
oT 0506 2025

(MOCMNENOBATENBLHOCTS 0002

Oco0nle yKazaHus

Peskas ommena npenapama

[Tocne oTMeHBl OerTa-aJpeHOOJIOKATOPOB y  MAIMEHTOB  HAOJIOAACTCS  IOBBINICHHAS
qyBCTBUTEIBHOCTh K KaTexojamuHaM. CooOmanock 00 OTHAENBHBIX cly4asx 000CTpeHus
CTCHOKapAnNH, BOSHUKHOBCHHA apUTMHUH, U, B HCKOTOPLIX ClIydasaX, Pa3SBUTUH I/IH(bapKTa MHOKapaa
IIOCJIE PE3KOro MPEKpalleHHs Tepanuu. B CBs3M ¢ 3TUM NpH HEOOXOAUMOCTH PE3KOH OTMEHBI
JUTUTENILHOM Teparuy COTAJO0JIOM PEKOMEHJIYeTCsl TIIATeJIbHOE HAOIIOICHUE 3a MAlUCHTOM,
O0COOCHHO C HIIEeMUYECKOil Ooje3Hbro cepauna. [1o BO3MOXHOCTH 03y CIIEIyeT CHIXKATh
IIOCTEINIEHHO B TCYCHHE OJHOW HJIM JBYX Helelb. IIpr HEOOXOIUMOCTH PEKOMEH/IYeTCsl HauaTh
3aMECTUTEIbHYIO Tepamuio. Pe3koe TpekpalleHue NPUMEHEHHs —Ipernapara  MOXET
CIIPOBOILIMPOBATh «CKPBITYIO» KOPOHAPHYIO HEAOCTATOYHOCTh, & TAK)KE Pa3BUTUE apTePUATIbHOM
TUIIEPTEH3UH.

Ilpoapummocennoe deticmsue

Haubonee onacHoil HexxenaTeNnbHOM peakiueil mpyu NpuMEeHEHUN aHTHAPUTMUYECKHX MPEnapaToB
ABIIETCS OOOCTPEHHE YXKE CYHISCTBYIOIIUX ApUTMHUI WM TpoBOKanus HOBbIX. [Ipemapartsi,
KOTOphIe YAIUHAIOT uHTepBail QT, MOryT BBI3BaTh NOTUMOP(HHYIO KETYT0UKOBYIO TaXUKAPIHIO
TUTIA «TUPYIT», MOTUMOPOHYIO JKEITYAOYKOBYIO TaxXuUKapAuio. Bo3HMKHOBEHHE MOJO0OHBIX
apUTMUH CBA3aHO ¢ yJUIMHEHHEM HHTepBasia QT, CHUKEHHEM 4acTOThI CEPJICYHBIX COKpAIICHUH,
CHIDKEHUEM COJEP)KAHMS CBHIBOPOTOYHOIO Kajlusd M MarHus, C BBICOKOM IIJIa3MEHHOU
KOHIICHTpAllEel COTaJIoNa, a TakKe OJHOBPEMEHHBIM IIPUMEHEHHMEM JPYTUX IIPEenaparos,
yanuHsomux uatepsai QT. ¥V jKeHIUH 3TH OCII0KHEHNS BO3HUKAIOT Yallle.

YacTtoTa nonuMoppHON KeTyJOUYKOBON TaxXUKapAUHM TUIA «IIUPYIT» SBISIETCS 10303aBUCUMOI.
JlaHHas HexenaTeabHasl Peaklysi BO3HUKAET OOBIYHO B paHHUE CPOKHU MOCIIE Havyajia Tepanuy Win
OpU YBETMYEHUH JI03bl, U MPEKpallaeTcs CIOHTAHHO y OOJBIIMHCTBA MaunueHToB. Ilpu sToM
TUTPOBAHME J03bl CHUXKAET PUCK BO3HUKHOBEHMS MPOAPUTMHH. XOTSA B OOJBIIMHCTBE CIy4aeB
HOJIUMOpP(HAs XKeTyTOUKOBasi TAXUKAPIUS THUIA «ITUPYIT» UMEET CAMOJIMMUTHPYIOLIUI XapakTep
U €€ CUMIITOMBI COBIAJIAIOT C APYTMMU HEXKENAaTEeIbHbIMU PEAKIIUSIMHU (HalpUMeEp, CHHKOIIAIbHbIE
COCTOSIHUS), OHA TAK)KE€ MOKET NEPEXOIUTh B (GUOPMIIIALINIO KEITYT0UKOB.

B kiIuMHMYeCKMX ~ UCCIEOBAaHMSIX  MAllMEHTOB  C  pEePpakTepHOM  KellylI04YKOBOMH
taxukapauen/pudbpumsunein  xenynoukoB  (OKT/@XK) wyactota TsDKEIbIX HpoapUTMUMN
(monuMophHON  KETyJOUYKOBOH TaXWUKapIAWU THUIA «IHPYIT» WIA BHOBb BO3HHKIIEH
pesuctenTHOM XXT/DXK) cocraBnsna <2 % npu go3ax g0 320 wmr.

HpI/I 0oJiee BBICOKUX A03ax 9aCTOTa BCTPECUACMOCTH YBCINYNBACTCA Oollee ueM B JBa pasa.

K npyrum ¢akropam pucka BOSHUKHOBEHHS MOIMMOPQHON KENyT0YKOBOW TaXWKApAUHM TUIA
«OUPYy3T» OTHOCUTCA 3HAYUTENbHOE YJJIMHEeHWe uHTepBaia QT ¢ kapauomeranvedn Win
3aCTOMHON  CEepAEYHON HEAOCTATOYHOCTHIO. [lanMeHThl ¢  YCTOMYHMBOM  KEITYJTOYKOBOU
TaxXUKapAued W 3aCTOMHOW CEepJIEYHOM HEAOCTATOYHOCTHIO HMMEIOT CaMblii BBICOKHMU PHUCK
BO3HUKHOBEHHUSI CEpbe3HBIX TTpoaputmuii (7 %).

[Tocne panee MpoBOAMBIIEHCS aHTHAPUTMUYECKUNA TepaMy COTAJION MOXHO Ha3HA4YaTh TOJBKO
IpU YCIOBUHU THIATEIBHOTO BpaueOHOro HAONIONEHHMS M HE paHee ueM uepe3 2—3 mepuoja
MOJYBBIBE/ICHUS paHee Ha3HAU€HHOT'0 aHTUAPUTMHUYECKOTO Mperapara.
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COOTBETC TE. YET 3
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HpoapI/ITMI/ILIeCKI/Ie OCJIOKHCHHA MOT'YT BO3SHHUKATE HC TOJLIEIIIC_(I)HBE';;;EH 'FEIBEIJI_{/I—T/I -]IO'TaK)Ke TIpU

Ka)KZIOM TNOBbIIIEHUH 103bl. Hagano tepanuu ¢ 80 Mr ¢ HOCTENEHHBIM YBEIMYEHUEM I103BOJISIET
CHU3UTh PUCK pa3BUTHA IpoapuTMuU. COTanoi ClieqyeT IPUMEHATh ¢ 0CO00H OCTOPOKHOCTHIO
npu uatepBasie QT mmuTenbHOCTHIO Oonbine 480 MCEKYH, WM HEOOXOIMMO YMEHBIIUTh J03Y
npenapara; HeoOX0JMMO MPEKPATUTH Tepamnuto, koraa uarepBan QT npesbimaer 550 McekyH.

B cBs3u ¢ pucKOM IpOapUTMOTE€HHOTO JECUCTBUS HE PEKOMEHyeTcs IpUMEHEHUEe Ipernapara y
MAIMEHTOB C MEHEE TSHKENbIMH (HEKU3HEYTPOKAIOIIUMU) KEIyI0YKOBBIMU apUTMHSIMH, JaXKe
€CJIM 3TU HapyUICHWs] pPUTMa COMPOBOKIAIOTCS HEMPHUATHBIMU Ui IMAllMEHTa CHUMITOMAMHU.
Cotasnon He ciieyeT IPUMEHSATD Ui JICUEHUS KeITyT0UKOBON IKCTPACHUCTOIIUH.

Dnekmpoaumnule HapyuLeHusl

Corasion He cielyeT NPUMEHATh Y NALMEHTOB C HEKOPPETMPOBAHHOM TMIIOKAIUEMHEW WU
TUIIOMarHUEMHEH, T.K. BO3MOXKHO yanuHeHue uHtepBana QT, a Taxke yBelMueHHE pPHUCKa
BO3HUKHOBEHUS MOJUMOP(HON KelyJ0OUYKOBON TaxMKapAUU TUIA «IUpYIT». Ocoboe BHUMaHuE
JIOJDKHO OBITh YJICJIEHO BOJIHO-JIEKTPOIMTHOMY OallaHCY U KUCIIOTHO-ILEIOUHOMY PABHOBECHIO Y
MALMECHTOB C IIPOJOJDKUTENIBHOM JHapeed WM Yy IallMeHTOB, IPUHUMAIOIINX IIperaparsl,
CHUJKAIOILIME YPOBEHb KAJIUS U MarHus B IJ1a3Me KPOBU (AMYPETUKH).

3acmoiinas cepoeunas HedocmamouHoCMy

brokana 6era-agpeHOPEENTOPOB MOKET JOMOTHUTEIHHO CHUXKATh COKPATUMOCTh, MHOKap/a U
BBI3bIBAaTh IPOrPECCUPOBAHHME CHUMIITOMOB CEpJAe4YHOM HemoctarouHoctu. Crenyer c
OCTOPOKHOCTBIO U C HU3KOM J103bl HAYMHATH TEPAIUIO COTAJIOJIOM y MAIlMEHTOB C HApYIICHHEM
COKPaTUTEIbHONW CIOCOOHOCTH MHOKapjAa JIEBOrO JKeNylouka, KOHTPOJIHPYeMOW Tepamuei
unruoutopamu AllD, nuypernkamu, cepAeYHbIMU TTIMKO3UIAMU U JIP.

Hughapxm muokapoa

[TonoxUTENbHOE COOTHOIIEHUE TM0Jb3a/PUCK NPUMEHEHHUs COTajlojla Yy MalUueHTOB Iocie
NEepPEeHECEHHOro NHpapKTa MUOKap/Ja ¢ HapylleHueM (yHKIUU JEBOr0 JKEIyJ0UKa HE J0Ka3aHo.
TiarenbHbINA KOHTPOJIb 33 MAMEHTOM U TUTPOBAHKE JJ03bI UMEIOT pEelIaolllee 3HaU€HUE BO BpeMsI
Hayaja v MpoJI0JKEHUS TeparuH.

Cotanon He cienyeT NPUMEHATh Yy MAMeHTOB ¢ (pakiueil BeIOpoca neBoro xemynouka < 40%
0€e3 cepbe3HbIX KENyJOUKOBBIX apUTMUH.

Wsmenenus na OKI'

UpesmepHoe ymmHenue uarepsaia QT, 6onee 550 mMcek, MOXKET ObITh MPU3HAKOM TOKCHYHOCTH
npenapata. CuHycoBasg Opaaukapauss JOBOJBHO 4YacTo HaOmoJanach B KIMHUYECKHX
WCCJIEIOBAHMAX Y NAMEHTOB, CTPAJABIINX apUTMHUEN M MPUHUMAaBUIMX COTanoJ. bpagukapaus
YBEJIMYUBAET PUCK PA3BUTHSI MOTUMOPPHON KEITyT0UKOBON TaXUKApIUHU TUIIA «ITHPYIT». [1ay3bl
B CHHYCOBOM pUTME, OCTAaHOBKA U AUC(YHKIIMS CHHYCOBOTO y3Jia BCTpeyaauch y MmeHee ueM 1 %
HalueHToB. PacmpocTpaHeHHOCTh aTpHOBEHTPUKYIsApHOH Onokanbl II wmm Il crenenu
cocTaBiseT npuodau3uTensHo 1 %.

Anagpunaxmouonwle peaxyuu

VY manueHToB NMpU NPUMEHEHUHU OeTa-aipeHO0I0KaTOPOB ¢ aHA(DUIAKTUYECKMMH PEaKIHsIMU B
aHaMHe3€e Ha pa3JInYHbIC AJICPTeHbI, IIPH TOBTOPEHUH KOHTAKTa C aHTUT'€HOM MOJKET BOSHUKHYTh
Ooutee cepbe3HbIC AJUIEPTUUECKIE peakuu. Takue maueHTsl MOTYT He pearnpoBaTh Ha OObIYHbIC
JI03bI STIMHE(PPUHA, TPUMEHIEMOT0 JIUIs TEPAiy aJUIEPIHYECKOM PeaKIu.
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COOTBETCTBYET 3KCINEPTHI
06.2025 N= 14228
(NMOCNEOOBATENEHOCTE 0002)

1y OTUETY

Anecmesus

[To anamorum c apyrumu OeTa-aApeHOOJIOKATOPaMHU, COTAJION CIEAYEeT C OCTOPOKHOCTBHIO
NPUMCHATh Yy NAlMEHTOB, KOTOPBIM IUIAHUPYETCS XHUPYPrHYeCKOe JICUCHHE, a TaKkkKe B
KOMOMHAIIMM C aHECTETUKAMH, KOTOPBIE CHIDKAIOT COKPAaTHUTEIbHYI CIOCOOHOCTH MHOKapAa,
TAaKUMH KaK IUKJIOPOIIAH WM TPUXJIOPOITUIICH.

Caxapnwiii muadbeT

Cotanon cinenyer NPUMEHSATb C OCTOPOXKHOCTBIO y MAI[MEHTOB C CaXapHbIM JHA0ETOM WIIH C
SMM30[aMM CIIOHTaHHOM TMIIOIJIMKEMMHM B aHaMHe3e, TaK KaK IIpM IpUMEHeHuu Oeta-
a/IpeHO0JI0OKAaTOPOB MOTYT MAaCKUPOBAThCs MPU3HAKU Hayana OCTPON TMIOITIMKEMUH, HallpUMeD,
TaxuKapausl.

Tupeomokcukos

[IpumeneHue OeTa-aApeHOOIOKATOPOB MOXKET CKpPbIBaTh HEKOTOPbIE KIMHUYECKHE IMPU3HAKU
TUIepTUpeo3a (Hampumep, Taxukapauio). [lanmueHTsl ¢ pUCKOM pPa3BUTUS THUPEOTOKCUKO3a
TpeOyIoT 0COO0r0 BHMMAHUS B CBSI3U C OMACHOCTBIO YCHJICHHMS] CUMIITOMATUKU THUIIEPTHPEO3a,
BIUIOTh JIO Pa3BUTHUS TUPEOTOKCHYECKOro KpH3a, Ha (hOHE MpekpaiieHus OeTa-OJI0KHUPYIOIIEro
JEHCTBUS NPU PE3KOM OTMEHE IIpenapara.

Hapywenue ¢ynxyuu novex

Tak Kak coTaxo1 B OCHOBHOM BBIBOJMTCS TIOYKAMH, Y MTAIUEHTOB ¢ HApYIICHHEM (PYHKITUH MTOYEK
TpeOyeTcst KoppeKus 1036l. Heo0XoauMo peryisipHO MpOBEPSTh YPOBEHb KpEaTHHHWHA W/WIH
coTasoJja rupoXJIOpra B CHIBOPOTKE KPOBH.

Hapywenue ¢ynxyuu neuenu

HOCKOHLKy COTAJIONI HE€ TOABCPracTcd INMPECUCTECMHOMY MeTa6OHI/13My, KIIMPCHC IIpfliapara y
ManuCHTOB C HAPYIICHUAMU (I)YHKI_II/II/I NCYCHU HC U3MCHACTCA.

Iicopua3z

BeTa—a,[[peH06J'IOKaTOpBI MOTYT HWHHIOUHUPOBATH PA3BUTUC IICOpHAa3a B OTACIBHBIX ClIydasX,
YCYFY6J'I$ITB CUMIITOMATUKY HUJIN CIIOCOOCTBOBATH IOSBIICHUIO HCOpHB.?»O(I)OpMHOfI OK3aHTCMBI.

Ankoconuszm

bera-ampeHo010KaTOPBl MOTYT YCKOPUTH Pa3BUTHE CEPJCYHOM HEIOCTATOYHOCTH Yy TAIUEHTOB,
CTPAIAIOIINX ATKOTOJIM3MOM.

IIpumenenue npenapama cnopmcmeHamu

[IpumeHeHue coTanoiia MOXKET OBITh MPUYUHOW TOJOKHUTEIBHBIX PE3YJbTAaTOB MPHU JIONHHT-
npooax.

Tloowcunoii eo3pacm
[TarueHTaM MOKHUIOTO BO3pacTa HEOOXOAUMO MPUMEHSTH COTATIO0N C OCTOPOKHOCTHIO.
Bausinue na nabopamopuvie nokazamenu

[IpucyTcTBHE coTanoia B MOYE MOXKET MPHUBOJAUTH K JIO)KHOMY MOBBIIICHHIO KOHLIEHTPALUU
MeTaHepprHa B MOYE MO JTaHHBIM (POTOMETPUUYECKUX METO/0B. Y MAIMEHTOB C MOJ03PEHUEM Ha
(beoxXpoMOIIUTOMYy, a TaKXke Yy TeX, KTO HNPUHHUMAeT COTanojd, HeOoOXOIUMO MPOBOIUTH
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xpomatorpadusi) ¢ TBEpa0Pa3zHON IKCTPAKIIUEH.

IIpouee

HpI/IMeHeHI/IC COTaJI0JIa HE 10 MOKa3aHUuAM ABJIACTCA IMOTCHUIUAJIBHBIM PHUCKOM JIA 300POBbA.

HaLII/IeHTLI, MOJIB3YIOIUCCA KOHTAKTHBIMU JIMH3aMH1, JOJIKHBI YYUTbBIBATh, YTO HA (1)OHC TCpannun

COTAaJIOJIOM BO3MOXXHO YMCHBIICHUE IIPOAYKIUH CIIe3HOH KHUIKOCTH.

4.5. B3aummopaeiicTBMe ¢ JPYrHMHM JIEKAPCTBEHHBIMHM MpenaparaMu W Jpyrue BHAbI
B3aNMOJAEeHCTBUSA

IIpemapaTsl, COBMECTHOE IPUMEHEHHE ¢ KOTOPLIMH IIPOTHUBONOKA3aHO

Jlexapcmeennvie npenapamul, yorunaowue unmepsan QT u cnocodnvie 8vl36ams NOIUMOPPDHYIO
HCENYOOUKOBYIO MAXUKAPOUIO MUNA K AUPYINY.

® aumuapummuyeckue JexkapcmeenHvle npenapamsl IA knacca (XUHUAWH, TUIPOXUHH]IUH,

nu3onupaMut, mpokanHamuna) u IC kinacca (Hanpumep, hiexanaun, nponadenon) u IB knacca
(ImgoKauH);

® aumuapummuyeckue JexkapcmeenHvle npenapamsl Il xknacca (moderunua, UOYTHIU,

OpeTwuius TO3Ujar), APOHEIAPOH, AMUOAAPOH;

® Opyeue (HeanmuapummuyecKkue) 1eKapCmeeHuble CpeoCcmaa, maxKue Kax:

Heuponenmuky:  (PEeHOTHA3UHBI  (XJIOPIPOMA3WH, IMAMEMa3WH, JICBOMEIPOMA3MH,
THOpHJA3UH, Tpudayonepasut, ¢iypeHasuH), OeH3aMHIbl (aMUCYIbIPUI, CYIbTONPUI,
CYJABIUPH, THAIIPUL), OYyTHUPO(DEHOHBI (APOTIEPU IO, TATIONIEPHI0N); TUMO3H I, CEPTUHION;

anmuoenpeccanmol: TPULUKINYECKUE AHTUACHPECCAHTHI, CEJIEKTUBHBIC HHTHOUTOPEI
00paTHOro 3axBaTa CEpOTOHUHA (LIUTAIONPAM, ICIIUTAIIONPAM);

anmubaxmepuaibhvie cpeocmea: (MTOPXUHOIOHBI (JIeBOQIIOKCAIIUH, MOKCHU(DIOKCAIINH,
cnapdyokcanuH, HUIPOQIIOKCALMH); MaKpOJuAbl (IPUTPOMULMH NPU BHYTPUBEHHOM
BBEJICHUW, a3UTPOMHIIMH, KIAPUTPOMHIIMH, POKCUTPOMHIIMH, CHUPAaMUIMH), KO-
TPUMOKCa301J;

npomugocpudKosvie  cpeocmea: azoibl  (BOPUKOHA30J, HWTPAKOHA30Jd, KETOKOHA30II,
baykoHazon);

npomusomanapuiinle — cpeocmea  (XUHUH, XJOPOXUH, Me(QUIOXHH, Talo(aHTpuH,
ayMedaHTpHH);
npomueonpomo3olinvle cpedcmea (IEHTaAMUIUH IPU MTapEHTEPATIbHOM BBEICHUH );

anmuaneuHanvbislie cpeocmsa (paHoida3uH, OepuaAnI);

npomugoonyxonegvie cpeocmeéa (BaHIETAHWO, MBIIIbIKA TPUOKCHJ, OKCAJIMILIATHH,
TaKpOJIUMYC, TOpeMHU(EH);

npomueopsommusie cpedcmea (IOMIEPUIOH, OHTAHCETPOH);

cpeocmea,  GuuAlOWUe HA  MOMOPUKY  JHCeNyOOUHO-KUuleyHoeo mpakma (LU3anpun,
IPYKaJONpUn);

anmueucmamunuvle cpedcmaa (acTeMuson, TepheHanH, MU30IACTHH);
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npenaparoB III kmacca, npenaparos, cHmwkammux YCC, Takux Kak B-aapeHOOJIOKaTOPHI, ¢
(GUHTOIMMOZOM BO3MOXKHO pa3BUTHE OpaguapuTMUU, HEBO3MOXXHO OJHOBPEMEHHOE
Ha3Ha4YeHHE STUX IPernapaTos;

— npouue 1ekapcmeentvle cpedcmea (aHarpein, Ba3onpeccuH, AudemManuia MeTuicyiabdar,
KeTaHCepUH, TPOOYKOoI, porodoil, ceBo(IypaH, TEPIUNPECCHH, TEPOIMINH, [IUIIOCTA30).

IIpenapaTsl, COBMECTHOE IPUMECHEHHE ¢ KOTOPLIMH HE PEKOMEHIYETCS

@noxkmagpenun

bnokaropel  Oera-apeHEPrHUECKUX  PEIEeNTOPOB  MOTYT  HPEMSATCTBOBATH  PAa3BUTHUIO
KOMIICHCATOPHBIX PEAKLUMHA CO CTOPOHBI CEpPACYHO-COCYIUCTOM CHUCTEMBI, CBA3aHHBIX C
THIOTSH3UEN WIIM KPU30M, KOTOPBIE MOTYT OBITh HHIyIUPOBAHBI (PIIOKTAQESHUHOM.

EJZOKamOPbl Kalbyueevlx KaHauoe

CoBmecTHOE TpUMEHEHHE OeTa-apeHO0JIOKaTOPOB U OJIOKATOPOB KaJbLMEBHIX KaHAJIOB
IPUBOJUT K CHUKEHUIO apTepUaAIbHOTO AABICHUs, OpaJuKapInuu, HapyleHUsIM IPOBOIUMOCTH U
cepaeyHoi HenmoctarouyHocTH. Ciemyer wu30eratb HpUMEHEHHs OeTa-apeHO0JIOKaTOpOB B
KOMOMHAIMK ¢ OJO0KaTopaMM KaJIbLIMEBBIX KAaHAJIOB, TAKMMU KaK BepamaMuil U JUITHA3eM, 110
NpUYNHE Pa3BUTHS aJJAUTUBHBIX 3(P(PEKTOB Ha MpeacepIHO-KETyI0UYKOBYIO MPOBOAMMOCTD U
(YHKIIUIO K€y I0UYKOB.

Kanuiisvisooawue ouypemuxu

Bo3moxuo Pa3BUTHUEC TUIIOKAJIMEMHUU W TUIIOMAarHu€MuH, I[IOBBIINAIOINNX PHUCK PpPa3BUTUA
HOJ'IHMOp(I)HOfI )KCJ'IYI[O‘-IKOBOI\/'I TaXUKApAWUU TUIIA KITHUPYITH.

ﬂpyzue JleKapCcmeeHHnble npenapamasl, CHuMdcaroujue ypo8eHb Kajlusl

AmoportepunivH B (Ipy BHYTPUBEHHOM BBEJIEHUH), TIIOKO- U MHUHEPATOKOPTUKOCTEPOUIbI (TIpH
CUCTEMHOM NPHUMEHEHMH), TEeTPaKO3aKTUJ, TIIUIMPPU3MHOBAs KHUCIOTa (KapOEHOKCOJIOH;
npenaparsl, COJEpXKallue KOPEHb COJIOAKM) M HEKOTOpbIE CIIa0UTEIbHBIE CPEJCTBA,
CTUMYJIHMPYIOIIME MOTOPUKY KHIIEYHHKA, TaKXKe MOryT ObITh CBsI3aHbl C pa3BUTHEM
runokanuemMuu. [Ipy MX COBMECTHOM MPUMEHEHHHM C COTaJO0JOM CIEIYeT OCYIIECTBISAThH
MOHMTOPHHT ¥ KOPPEKIMIO YPOBHSI KaJlus B I1a3Me KPOBH.

Knonuoun

BeTa-a,Z[pCHO6JIOKaTOpBI MOr'yT YCWIHWTHL apTCPUAIbHYIO THUIICPTCH3UIKO OTMCHBI IIOCIIC
MNpeKpalcHusa IpUueMa KIOHUJAWHA; IIO03TOMY 6eTa-az[peH06n0KaTopLI CJICOAYCT OTMCHSITH
INOCTCIICHHO, 3a HCCKOJIBKO JHEH 40 IOCTEIIEHHOTO MMpEeKpalCHud IMpueMa KIOHUANHA.

[IpenapaThl, COBMECTHOE IPUMEHEHHE C KOTOPLIMH TDC6VCT CO6J'IIOI[CHI/I${ OCTOPOXKHOCTH

Cepoeynvie enuxko3uobl

OMHOKpaTHOE ¥ MHOTOKPAaTHOE MMPHUMEHEHHE COTaIoa He OKAa3bIBAET CYIIECTBEHHOTO BIMSHHS HA
YPOBHH JWTOKCHHA B IIa3Me KpoBU. [IpoapuTmuueckue SIBJICHHS dYalle HaOIIOIAUCh Yy
NalMEHTOB, MOJIYYaBIINX CEPJACYHbIC TIIMKO3UbI HA ()OHE TEPANUH COTAIOIOM; OJHAKO JaHHBIHI
3 PEeKT MOXKET ObITh 00YCIIOBJIEH HAIMYMEM CEPJICYHON HEJOCTATOYHOCTH, KOTOpast cama 1o cede
aBnsierca  (akTopoM pucka pa3Butus  aputMuu. CoBMECTHOe TpUMEHeHHe Oera-
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1y OTUETY

aTPUOBEHTPUKYJIIPHON IIPOBOJUMOCTH.
IIpenapamul, npusooswyue K UcmoujeHuro 0eno KamexoiamuHo8

[TpuMeHeHHE COBMECTHO ¢ OeTa-aapeHO0JOKATOPOM IMPErnapaTroB, MPUBOASIIMX K HUCTOIICHUIO
ACIIO KAaTCXOJIaMHUHOB, TaKHUX KaK PpPE3CPIIMH, T'YaHCTUIUH HIIU aJIB(ba-MeTI/IHILOHa, MOKET
IPUBECTH K U30BITOYHOMY CHIDKCHUIO TOHYCA CHMITATHYECKOW HEPBHOW CHCTEMBI B COCTOSIHUH
nokosi. CiielyeT OCyIECTBIISTh TIIATEIbHBIN KOHTPOJIb 32 COCTOSIHUEM ITAIHEHTOB, MOIYYaIOIINX
npernaparsl 3 00CHX TPYII JIEKAPCTBEHHBIX IMPENapaToB, W TOSBJICHHEM Yy HHUX MPH3HAKOB
CHIDKCHHUSI apTepPHalIbHOrO JABJICHUS W/WIM BBIPAKCHHOW OpaJuKapauH, KOTOpPbIE MOIYT
MIPUBECTH K OOMOPOKY.

HHchluH U nepopajibHble cUNOiIuKemMudecKue cpeacmea

Bo3MmOxHO pa3BUTHE THNOIMIMKEMHMM M MOXET IOTPeOOBaThCS KOPPEKTHPOBKA  JIO3bI
JIEKapCTBEHHBIX TPEMNapaToB JUIA JICYCHUsT caxapHoro nuabdera. bera-aapeHo010KaTopsl MOTYT
MacKHpOBaTh CUMIITOMBI TUIIOTJIMKEMUH (TaXUKAP/IUIO).

Hepesno-mviueunvle 6noxamopul, makue Kaxk myooxKypapuH

BeTa—aI[peHO6J'IOKaTOpBI IIPOJIOHTUPYIOT ,Z[eﬁCTBI/Ie MHUOPCIAKCAHTOB.

[Ipoune

bemas-aopenomumemuxu

[Ipy OIHOBPEMEHHOM MPUMEHEHHH C COTAJIOJIOM MOXET MOTpedoBaThcsd NpHUMEHEHue Oolee
BBICOKHX 03 0€Taz-apeHOMHMETHUKOB.

Hecmepououvie npomugogocnaniumenvHvle npenapamol
HIIBII ocnabinsitoT TOTeH3UBHBINA 3P PeKT 6eTa-aaApeH00I0KaTOPOB.
Hugheounumn

[Ipu ogHOBpeMEHHOM MpHeMe HHU(EAUNUHA W APYTUX MPOU3BOAHBIX 1,4-TUTHAPONUPUANHA
BO3MOXXHO CHIKEHUE BEIMYUHBI apTEPUATBHOTO 1aBIICHUSI.

[Tpu 0IHOBPEMEHHOM MPUMEHEHHUH COTa0Ja C PE3ePIUHOM, KIOHUAUHOM, alb(a-MeTUIAO0NON 1
ryan@aigHoM BO3MOXHO DPa3BUTHE BBIPAKCHHOW OpaJvKapAWH W 3aMeIJICHUE MPOBEICHUS
BO30OYKJICHHSI B CEP/IIIe.

4.6. ®epTHUIBHOCTD, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[Tpumenenue mnpenapara Cotanmon KaHoH BO Bpemss OepeMEHHOCTH, OCOOCHHO B IEPBOM
TPUMECTPE, BO3MOMKHO TOJIBKO IO «GKU3HEHHBIM» ITOKAa3aHUSM U IIPU TLIIATEIbHOM COOTHOIIEHNUU
(daxTopoB pucka. B uccnenoBaHusx Ha KUBOTHBIX IPUMEHEHUE COTAJIONA B TEPANIEBTUUECKUX /TS
YeJI0BEKa J03aX HE BBI3BIBAJIO TEPATOTCHHBIX WM JPYTHUX MOBpEXAaonx 3(pQeKToB Ha MIIOA.
KonTponupyeMmbIx HccleOBaHUNM NpPUMEHEHHUs coTajojla y OEpeMEHHBIX JKEHIIMH He
npoBoausiochk. COoTanos MPOHUKAET yepe3 remaTorialieHTapHbiii 0apbep. bera-aapenoOaokaTopsl
CHIDKAIOT IJIALlEHTapHBIA KPOBOTOK, YTO MOXKET MPHUBECTU K BHYTPUYTPOOHOW rubenu miaoza,
IPEXKIEBPEMEHHBIM POJiaM, POXKAECHUIO HE3peNoro mioja. B ciydae mpoBeneHus Tepanuu BO
BpeMsi OepeMEHHOCTH, IPUEM Ipernapara cielyeT OTMEHUTh 3a 48—72 4 70 mpeanoiaraeéMoro
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TUIIOTEH3UH, TUIOKAJMEMHM M YTHETEHHUS JbIXaHHWS Yy HOBOPOXAEHHBIX. HoBOpo)kaeHHOro
CJIeZlyeT THIATeIbHO HA0I0IaTh B TEUEHUE MEpBhIX 48—72 4 mocie posKIAeHHUs, €CIIH IPUMEHEHHE
coTajojia y MaTepu He ObUIO MpeKpamieHo 3a 2—3 THs 10 POIOB.

JlakTanms

bonbuimHcTBO  GeTa-aqpeHo6I0KaTOPOB, OCOOCHHO JUMOGUIbHBIX, MPOHUKAET B TPYAHOE
MOJIOKO, XOTSl U B pa3zHoil creneHu. [Ipu HeoOXonMMOCTH NMPUMEHEHHs Mpenapara B MEepHOJ
JaKTalUH, TPYAHOE BCKapMIIMBaHHE HEOOXOIUMO MPEKPATUTb.

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHu3MaMu

Her naHHBIX 1O BIMAHHIO Ha CIHOCOOHOCTH YIPABJIEHHUS TPAHCIOPTHBIMH CPEACTBAMU,
MCXaHU3MaMH, OJHAKO, CJICAYCT IMPUHHMATb BO BHHMAHHUC BO3MOXHOCTH Pa3BHUTHA TaKUX
HEKEJaTeIIbHBIX PEaKINil KaK TOJIOBOKPYKEHHUE U c1aboCTh (cM. pazjien 4.8).

4.8. HexkennaTeibHbIE peakuuu

Pesrome mpoduiist 6e3onacHOCTH

B uccrnemoBaHUsIX ¢ ydacTHEM MAIMEHTOB C CEPJACYHBIMU APUTMHSIMH HaubOJee YacThIMH
HE)KENAaTeIbHBIMU PEAKIMIMH, MPUBOJUBIIUMH K MPEKPALICHUIO TIPUMEHCHUS COTAI0Na, ObLIH
MOBBIIIICHHAST yToMIIIeMOCTh (4 %), Opamukapaus (<50 yn/muH, 3 %), omeimka (3 %),
npoaputmust (2 %), acrenust (2 %) u ronoBokpyxenue (2 %).

TabnmuHoe PE3I0OME HEXKENATCIILHBIX PEaKINI

YacTtoTa BO3HMKHOBEHHSI HEXKETATEIbHBIX pPEAKIUH ONpeAesuiach B COOTBETCTBHU C
knaccugukanueit Beemupnoit Opranusanuu 3apaBooxpaHeHus: odeHb yacto (=>1/10); uvacto
(>1/100, HO <1/10); HEuacTo (=1/1 000, Ho <1/100); peaxo (=1/10 000, Ho <1/1 000); oyeH» peako
(<1/10 000); yacToTa HEM3BECTHA (HA OCHOBAHWU UMEIOIINXCS JAHHBIX OIICHUTHh HEBO3MOXKHO).

CHcTeMHO-OpraHHbINd Kareropus HexenatenbHas peakuust
KJ1acc 4acTOTBI
Hapywenus co | yacTora TPOMOOIIUTOTICHHSI
CMOpOHLI  KpOGU U | HEU3BECTHA
aumM@amuieckor
cucmembl
Hcuxuueckue 4acTo OIIlyIIEHHE TPEBOT'H, CIIyTAaHHOCTh CO3HAHMS, HAPYIICHUS
HapyuieHus CHa, HM3MEHEHHWE HACTPOCHHSA, TAJLTIONUHAINN, SPKHE

CHOBUACHUSA, ACTIPCCCHUA, COCTOSIHUC TOAABJICHHOCTH

Hapywenus co | yacto aCTEHUs1, TOJIOBOKPYKEHUE, TIOBBILICHHAS! YTOMJISIEMOCT,
CMoponbl HepeHoU OHEMEHHUE KOHEYHOCTEH, TOJOBHas OO0Jb, IapecTe3ws,
cucmemol OLIYIICHUE  TOJIOBOKPY)KEHMS,  CHUHKOMAJIbHbIE U

MPECUHKONAIBHBIC COCTOSAHUSA, HAPYHICHUC BKYCOBOﬁ
YYBCTBHUTCJIIBHOCTH, OIIYINECHUE X0JI0JJa B KOHCYHOCTAX

Hapywenus co | 4acTo HapylIeHHE 3peHHS
CMOPOHYL OP2aAHA 3PEHUs.
HEYacTo KOHBIOHKTUBHT
OUEHb PEIKO KEpaTOKOHBIOHKTUBHUT, YMEHBIICHUE CJIE300TAEICHUS

(0cOOCHHO TP HOIICHUHN KOHTAKTHBIX JIMH3)
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Hapymele COo | 4aCToO HapyIreHucCiayxa

CIMOPOHbL OpeaHa Ccuyxa

u 1abupunma

Hapywenus Co | 4acTo nomuMopdHas  JKEITyJ0YKOBas TaxuKapaus THIIA
Ccmoponbl cepoya «HPYST», ApUTMUS, OABIINKA, OOMs B  TPYIH,

Opaaukapnusi, oUlylleHHe cepAlcOueHus, U3MECHEHHsT Ha
OKI', HapylIeHus: aTpUOBEHTPUKYIAPHON MPOBOAUMOCTH,
POapUTMUs,  yCUJIEHHUE
HEJ0CTaTOYHOCTH

CUMIITOMOB cepaeyHoi

OYEHB PEIIKO

YCWJIICHHUE TPUCTYIIOB CTCHOKApAUH.

CMOPOHBL ObIXAMENLHOL
cucmembyl, opzanos

Hapywenus co | 9acto CHIDKEHHE apTePHAILHOTO TABJICHHS

CMOPOHbBL COCYOO08 . o
4acToTa 0ose3Hb Peiino, 001e3HeHHOE MOX0JI0JaHHeE KOHEUHOCTEH,
HEU3BECTHA 000cTpeHue nepeMesKaromeiicss XpOMOTEHI

Hapywenus co | HEYacTo OponxocnasM (y HMamueHToB ¢ OPOHXHWATBLHOW acTMOM, B

TOM YHCIIC B aHAMHE3¢)

OYEHb PEIKO

anjepruyeckuit OpoHXuT ¢ puodpo3zoM

e2PYOHOU  KIemKu U
cpedocmenus
JKenydouno-xuuieunvle | 4acTo 00Nb B JKWMBOTE, TOINHOTA, PBOTA, JUApes, JUCIICTICHS,
HapyuleHus METEOPH3M, CYXOCTh BO PTY
Hapywenus co | 4acTo pasapaxkeHne KOXKH, KOXKHBIH 3y1, KpalTUBHUIIA
CMOPOHbL  KOJICU U
. HEYaCTO aJNoTenus

NOOKONCHBIX MKAHell

Jyacrora KOXKHasi ChIllb, O0OCTpPEHHE TICOpHa3a, MOBBINICHHOES

HEU3BECTHA MOTOOT/ICIICHUE
Hapywenus co | 4acTo MBIIIEYHAS CJ1a00CTh, CYA0POTH
CMOPOHbL  MbIUUEYHO,
cKenemuou u
COeQUHUMENbHOU MKAHU
Hapywenus co | 4acTo cekcyalibHast TUCHYHKIUSL
CMOPOHDL
PenpoOOYKMUGHO
cucmemvl U MOLOYHBIX
Jcenes
Obwue wHapywenus u | 4acTo MOBBINICHHAS YTOMIISIEMOCTh, ACTCHUS, TMXOPaIKa, OTEKH
peakyuu 8  mecme
686€0eHUs
Jlabopamopnvie u | yactora 00pa3oBaHKe AaHTUHYKJICAPHBIX aHTUTEI
UHCMPYMEHMATIbHbIE HEW3BECTHA
danHble

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

BaxHo coo0maTsh O M0J03pEBAEMBIX HEXKENAaTeIbHBIX pPEAaKLUUAX MOCIe PErucTpanuu
JIEKapCTBEHHOI'0 Tpernapara ¢ 1eabi0 00ecnedeHrs HeMpepbIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«TI0JIb3a—PUCK» JICKApCTBEHHOIrO Ipenapata. MeIunuHCKUM paOOTHUKAaM pPEKOMEHIYeTCs
coolmaTk O JOOBIX MOJO3PEBACMBIX HEKENATENbHBIX PEaKIHIX JICKapCTBEHHOTO Ipernapara
4YCpe3 HAIIMOHAJIBHBIC CHUCTCMBIL COO6H_I€HI/I}I 0 HCKCJIATCIIbHBIX PCAKIUAX TOCYAApPCTB—YJICHOB
EBpa3uiickoro 3K0HOMHUYECKOTr0 COI03a.
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Poccuiickas @enepanus

®denepanibHas ciryx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012, r. Mocksa, CraBsiHCKas IJI0IIa/1b, 1. 4, cTpoeHue 1

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

OnekrpoHHas mouta: pharm@roszdravnadzor.gov.ru

Cair B HH()OPMAITMOHHO-TEIIEKOMMYHUKAITMOHHON ceTu «nuTepHeT:
https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

VYMbIlIUIGHHAs WM ciy4yaiiHas Mepefo3UpoOBKa COTajojia PEIKO MPUBOAMIA K JIETaJIbHOMY
ucxony. C nomolup0 reMoinani3a yaaeTcsl 3Ha4YUTEeIbHO CHU3UTh KOHIIEHTpALMIO coTajloja B
I1a3Me KPOBH.

CUMOTOMBI

CHMIITOMBI HWHTOKCUKAaIINu, BBI3BAHHOM cCoOTajoJja THAPOXJIOPUAOM, 3aBHUCAT OT HCXOAHOTIO
COCTOSIHHS CEPJICUHO-COCYAUCTON CUCTEMBI ((DYHKIUS JIEBOTO JKEITYI0YKa, CEPICUHBIC ADUTMHH ).
[lpu TsDKENMOW CepAeYHOM HEZOCTATOYHOCTH JaKe MHHUMAJbHBIE 1036l MOTYT IPUBECTH K
JICKOMIICHCAllMM ~ CEpPJIEYHON  HeJocTaTodyHOCTH. KiuHMYeckas KapTUHAa  3aBHCHUT  OT
BBIPAKCHHOCTH MHTOKCHUKAIMH (IPUMEHEHHE COTaloJIa B 103aX 2—16 T cyMTaeTcs BHIPAKEHHOM
HIepeI03UPOBKOIT). B 0OCHOBHOM HaOIIOIAIOTCS CUMIITOMBI CO CTOPOHBI CEPJICYHO-COCYANCTOH H
HepBHOﬁ CHUCTCMbI, TAKUC KaK IIOBBIIICHHAA YTOMJIIACMOCTb, MOTCPA CO3HAHUA, paCHIMPCHUC
3paduKOB M, B HCKOTOPLIX ClIydadX, TI'CHCPAJIMN30BAHHLIC CYIOPOKHLIC IIPpHUIIAJAKH, CHUKCHUC
ApTCPHUAIBHOIO JaBJICHHWA, THIIOTJIMKEMU, 6pa)11/11<ap)11/15[ (C BO3MOJXHBIM Pa3BUTUEM B ACUCTOJIUIO
— Ha OKI' 4acTo BBIABISETCS YCKOJNB3AIOMIMKA PHTM), JIEKOMICHCAIMs CEpAeYHON
HEJIOCTAaTOYHOCTH, a TaKXKe THUIHWYHBIC >KETYJ0YKOBBIE TaXWKapIuu (B T.4. MOTUMOpQHAs
KEITYZ0YKOBas TAXUKAPHS THIIA «TIHPYAIT») U KapIUOTSHHBIH IIOK.

Jleuenue

B cirydace nnepeao3MpoBKHU CICAYECT HEMCJICHHO IIPCKPATUTh IPUMCHCHHUE COTAJI0NA U o0ecneyuTh
TIIATCIBHOC Ha6J'IIOI[€HI/IC 3a MMauCHTOM.

HpOMI)IBaHI/Ie JKEIIydKa, IPUMCHCHUC AKTHUBUPOBAHHOI'O YIJISA U CI1a0OHUTEIBLHBIX CpCACTB MOXKCET
npeaoTBPATUTh BCACBIBAHWEC COTAJIOJA.

Cumnmomamuyeckas mepanus.

bpaoukapoua: atponun — 0,5-2 Mr BHYTPUBEHHO CTPYHHO, APYrod aHTUXOJIWHEPTHUYECKHUI
npenapar, aroHUCT OeTa-aJpeHOPEIeNnTOPOB (M3ONMPEHATNH, 5 MKI/MHUH B BHUJAE MEJJICHHOM
BHYTPUBEHHOMN MHBEKIINH, 10 25 MKT) WU IIOCTaHOBKA BPEMEHHOI0
IEKTPOKAPAUOCTUMYIIATOPA.

Ampuosenmpuxynapnas onoxada Il — [l cmenenu: BO3MOXHA IIOCTAaHOBKAa BPEMEHHOTO

IIEKTPOKAPAUOCTUMYIISITOPA.

Buipasicennoe  cnuowcenue _apmepuanvnoeo dagnenus. dnuuHedpuH (aapeHanuH) Oomee
MPEITOYTHTENICH, YeM H30TPEHAINH WM HOPINMUHEPPHH (HOpaJpeHAINH), B 3aBUCUMOCTH OT

COITYTCTBYIOIIUX (DAaKTOPOB.

bponxocnazm: amuHOWIINH WK 6eTa2-aApeHOMUMETUKH (MHTAJISLIUOHHO).
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BPEMEHHOI'O D3JICKTPOKApAUOCTUMYIIATOpa (IpU HEOOXOTUMOCTH), SNUHEPpUH (aapeHa uH)
W/WJIA MarHus CynbQar.

5. DPAPMAKOJIOTMYECKHE CBOVMCTBA
5.1. ®apmakoauHaAMHYeCKHe CBOICTBA

®dapMakoTepaneBTUyecKas  rpynma:  0era-aApeHOOJOKAaTOpbl;  HECEJeKTHBHbIE  Oera-
aapeHo0JI0KaTOPHI.
Koxg ATX: CO7AA07.

MexaausM aeiictBus ¥ dhapMakoauHaMuueckue 3¢ dheKThl

Cotanon — antuapurmudeckoe cpenctso I u 11l xmacca mo kmaccudukanyuu Borana-Bunbsamca,
o0Jaaroree CBOMCTBAMH HECEIICKTUBHOTO OeTa-aIpeHO0I0KaTopa, CBA3BIBAIONIETOCS ¢ OeTai- U
Oeraz-anpeHopenentopamu. [Ipencrasuser codoi paleMHUEcKy0 CMECh, cocTosAMyo U3 D- u L-
cTepeon3omepoB coTtasiona. O0a uzomepa umeroT antuapurmMuueckue 3¢dexts Il kinacca, B T0
xe BpeMs L-crepeonsomep obecrieunBaeT 6era-aipeHOOIOKUPYIOLIYI0 aKTUBHOCTb. COTaion He
UMeeT COOCTBEHHOM CMMIIATOMUMETHYECKOM 1 MeMOPaHOCTaOUIN3UPYIOIIEH aKTUBHOCTH.
[Tono6HO npyrum 6era-apeHo0I0KkaTopam, COTaI0I MOAABIAET CEKPELUIO PEHUHA, IPUYEM 3TOT
3¢ (deKT HOCUT BBIPAXKEHHBIN XapaKTep KaK B COCTOSHUM MOKOS, TaK U IPU HArpy3Ke.
bera-anpeHoOnokupymoiiee AEWCTBUE COTajoja BbI3BIBAET CHUYKEHUE YaCTOThl CEPAEUHBIX
cokpamieruit (HCC) (oTpumiaTeibHOE XpOHOTPOITHOE ICUCTBUE) M OTPAHUYECHHOE CHIXKEHHUE CUITBI
CEpJICUYHbIX COKpAIIeHUH (OTpULIATEIbHOE MHOTPOMHOE JEHCTBHE). DTU U3MEHEHUS (YHKIUU
cep/la CHIKaKT MOTPEOHOCTh MUOKap/a B KUCIOPOie€ U 00bEM HArpy3Ku Ha cepJLe.
AHTHapUTMHUYECKHE CBOWCTBA COTAjOJ]a CBS3aHbl KaK CO CIIOCOOHOCTbIO K Osiokane Oera-
aIpEHEPTUYECKUX PELENTOPOB, TaK U CO CHOCOOHOCTHIO K MPOJIOHTMPOBAHMIO IOTEHILMANa
JeMcTBUS MHOKap/a 3a cueT yAiduHeHus ¢asel penosspusanud. OcHOBHOM 3¢ddexT cortanona
3aKJIIOYAEeTC B YBEIMUYEHHM JJIMTEIBHOCTH 3((PEKTUBHBIX pedpakTepHbIX MEPHOAOB B
IPEICEPAHBIX, JKEITYIOUKOBBIX M JJOMOJHUTEIbHBIX MYTAX MPOBEACHUS UMITYJIbCA.

5.2. ®apmakokuHeTHYECKHE CBOWCTBA

AOcopOuus

buopocTynHOoCTh TpU TNpuemMe BHYTPb SBISETCS HpakTHUuecku nonaHo (Oomee 90 %).
MakcuMmaiibHasi KOHIIEHTpAlUsl B IUIa3M€ KPOBHM JOCTUTaeTcs udepe3 2,5—4 4 mocie mpuema
BHYTpPb, @ PAaBHOBECHAsl KOHIIEHTpAIMs B npeaenax 2—3 nHeid. BcackiBaHue coTanosia CHUXKAETCs
npubnu3uTenbHo Ha 20 % npu preMe ¢ MUIEeH Mo CpaBHEHHUIO ¢ TIPUEMOM HaToIak. B 1030BoM
unTepBanie oT 40 g0 640 MI/CyT KOHIIEHTpAIUsl COTaNoda B IJa3Me KPOBH MPOMOPIIMOHAIBHA
IIPUHUMAEMOH J03€.

Pacnopenenenune

Pacnipenienenne npoucxoauT B IjIa3Me KPOBH, a TakkKe B Mepudepruueckux opraHax U TKaHSIX,
Coranon He cBs3bIBaeTcs ¢ Oenkamu mia3Mbl kpoBu. dapmakokuHeTnka D- u L-sHaHTHOMEPOB
coTasoja SIBISIETCA MPAKTUYECKH OJMHAKOBOM.

[Inoxo mnpoHuKaer dyepe3 reMaTod’HIEdaTMuecKuil Oapbep, NpUUYEM €ro KOHIEHTpauus B
CIIMHHOMO3TOBOM HJIKOCTH COCTaBIISIET TOJIBKO 10 % OT KOHLIEHTpalMy B IJ1a3Me KPOBH.
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Cotason He noJiBepraercss MeTadoIu3My.

OIMMUHALMSA

OCHOBHBIM ITYTEM BbIBEICHUS U3 OpraHu3Ma sBJIsieTCs BelaesieHue yepes nouku. Ot 80 % 10 90 %
BBEJICHHOM J03bI BHIBOAUTCI B HEU3MEHEHHOM BHUJIE ITOYKAMH, 4 OCTAJIbHASA YaCTh — KUIIEUHHUKOM.
[Tepuon nmonyBeiBeieHUs coTasiona coctapisieT 10—20 vacos.

Oco0BbIe IPVIIILI TAIUEHTOB

[TarmenTam ¢ HapyieHneM (QYHKIIUH MOYEK CIEAyeT IPUMEHITh MEHbIINE 7036l npemnapara. C
BO3PACTOM HanueHTa (papMaKOKMHETHKA MEHSETCS He3HAYMTEIbHO, XOTS HapylIeHne QyHKIUU
IIOYEK y MOXKUIIBIX ITAUEHTOB CHUYKAET CKOPOCTh BBIBEACHMS, YTO IIPUBOJMUT K IIOBBILICHHOMY
HAKOILUICHUIO COTajI0JIa B OpraHu3Me.

6. DPAPMAIEBTUYECKUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Kanblus ruapodocdara nuruapar;
KPEMHUS JTUOKCH] KOJIIOUTHBIIA;
KpOCKapMeJuI03a HaTpHs,

MarHusi CTeapar;

MAaHHHTOJI,

nosugoH K-30.

6.2. HecoBmecTUMOCTDB

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHHUs )

3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHCHUHU

XpaHuTb 1pu Temrneparype He Bolie 25 °C B ynakoBKe IIPOU3BOIUTENS.

6.5. Xapakrep u coaepxaHue NEPBUYHOH YIIAKOBKH

Corasnon Kanon, 80 mr, Tabiaerku

I[To 7, 10, 20, 28 wunm 30 TabneTok B KOHTYPHYIO SYEHKOBYIO VYIAKOBKY W3 IUIEHKU
MOJIMBUHUJIXJIOPUAHON U (POIBIY aTIOMUHUEBOM MEYAaTHOM JTAKUPOBAHHOM.

[To 2, 4, 8 KOHTYpPHBIX SYEWKOBBIX YIAKOBOK IO 7 TabneTok wiu no 1, 2, 3, 4, 6 KOHTYpHBIX
A4YEHKOBBIX ymakoBoK 1o 10 Tabmerok, miau mo 1, 2, 3 KOHTYPHBIX SYEUKOBBIX YMAKOBKH IO
20 TabneTok, WM mo 1, 2 KOHTYpHBIX SYEWKOBBIX YIAKOBKM 1o 28 Tabnerok, wiu mo 1, 2,
3 KOHTYpPHBIX SYEMKOBBIX YMakoBKH MO 30 TaGieTOK BMECTE€ ¢ MHCTPYKLHUEH MO NMPUMEHEHHUIO
MIOMEIIAIOT B [TaYKy U3 KapTOHA.

Corasnon Kanon, 160 mr, Tabiaerku

I[lo 7, 10, 14 wumm 15 TabneTok B KOHTYPHYIO SUYCHKOBYIO YIAaKOBKY W3 IUIEHKU
MOJMBUHUIIXJIOPUIHON U (DOJIBIH aTFOMHUHUEBOM MEUYaTHOMN JIAKUPOBAHHOM.
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SYEHKOBBIX ymakoBoK 1o 10 tabmerok, wiu mo 1, 2, 4 KOHTYPHBIX SYEUKOBBIX YIMAKOBKH TIO
14 tabnetok, niau no 2, 4, 6 KOHTYPHBIX SYCHKOBBIX YIAaKOBOK MO 15 Tabierox BMmecTe ¢
WHCTPYKIMEH 10 MPUMEHEHHIO TOMEIIAIOT B TAYKy U3 KapTOHAa.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOXKEHUH  HMCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 Tpenapara WJIH OTX0A0B, MOJYYEeHHBIX TOCJie NPUMEHEHHUs!
JIEKApCTBEHHOT0 Mpenapara, u Ipyrue MaAaHUMYJISIUH ¢ PenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.
7. AEP/KATEJb PETUCTPAIIMOHHOT' O YAOCTOBEPEHMU S

3A0 «Kanondapma npogaxmny, Poccuiickas @enepanus

141100, MockoBckas 00u1., T.0. lIlénkoBo, r. [llénkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

OnekTpoHHas nouta: safety(@canonpharma.ru

7.1 IlpeacTaBuTesb Jep:KaTeisi PerucTPALMOHHOIO Y10CTOBEPeHU

IIpereH3un HOTDC6HTCJI€I>1 HaIrrpaBJIATH I10 aApPECy.

3A0 «Kanondapma mponakuin», Poccuiickas ®enepanus

141100, MockoBckast 06011, r.0. l[&nkxoBo, 1. LI{&nkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54

+ 7 (800) 700-59-99 (6ecrnaTHas ropsiyas IUHUS 24 daca)

DnekTpoHHas noyvra: safety(@canonpharma.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. JATA NEPBUYHON PETMCTPALIMU (IIOATBEPXJIEHUSA PETMCTPAIIMU,
INEPEPETUCTPALINN)

JlaTa epBoii perucTpanyu:

10. IATA IEPECMOTPA TEKCTA

OO6mass xapakTepucTHKa JiekapcTBeHHoro mnpemnapara Coranon Kanon goctynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-
KOMMYHHKaIIMOHHOH cetu «HTepHeT» http://eec.eaeunion.org/.
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