COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 30.10.2024 Ne 23915
(NCCNEOOBATENEHOCTE 0003)

NMHCTPYKLUA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

COTAJIOJI ®apmacunTe3

PerucrpanuoHHbIi HOMeP:
Toprosoe naumenopanne: COTAJIOJI dapmacunTtes
MexkayHapoaHOe HEIATEHTOBAHHOE MJIN IPYNIIIMPOBOYHOE HAUMEHOBAHUE: COTAJION

JlekapcTBeHHas popma: TabICTKH

Cocras

OpnHa Ta0neTka COAepIKUT:

Heticmeyrowee seujecmeo: cotanona ruapoxaopun — 80,00/160,00 mr.

Bcnomoeamenvuvie gewjecmsa: nakTo3el MOHOTUApPAT — 23,25/46,50 Mr, Kpaxmanl KyKypYy3HBIH —
10,00/20,00 mr, rumponosza — 5,00/10,00 mr, maraus creapat — 1,25/2,50 Mr, KpeMHHS TUOKCH]T

kosutouHbIN — 0,50/1,00 mr, kapmeriosa HaTpust — 5,00/10,00 mr.

Onucanue

Tabnemxu 80 me: Kpyrible MIOCKOIMMIMHAPUYECKAE TaOJIETKHU O€I0ro WIIM MOYTH OEJIOTO I[BETa C
(backoi.

Tabnemxu 160 me: Kpyrible MIOCKOUMIHHIPHUYECKHE TaOIETKU O€I0T0 MU MoYTH Oesoro 1BeTa ¢
¢dackoii U pUCKOM Ha OJTHON CTOPOHE.

Jlunus paznoma (pucka) He IpeHa3HaYeHa JUIsl pa3jiaMblBaHUs TaOJIETKU.

dapmakoTepaneBTHYecKasi  rpynma;  0era-agpeHOOJIOKaTOpbl;  HECEeJIeKTHBHbIE  Oera-
aZpeH00I0KaTOPBI.

Koa ATX: CO7TAAQ07

DapMaKoJIOrHYecKue CBOMCTBA

Dapmaxoounamuka

Coranon — antuaputmuueckoe cpeactso Il u Il knacca mo knaccudukanuu Borana-Bumbsmca,
obyanaroiiee CBOWCTBAMHU HECEJIEKTUBHOTO OeTa-aipeH0OI0KaTopa, CBSA3BIBAIOIIETOCS ¢ Oerai- U

6eTa2-az[peHopeuenT0paMH. HpeHCTaBH}IeT coboit palueMUYICCKYH0 CMCCh, COCTOAIIYHO U3 D- u L-
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ot 30.10.2024 Ne 23915
crepeon3omepoB cotanona. O6a uzomepa UMGIOT anTHAPHTMHUECKIgOheRei-IT (KTacca) B mo xe

COOTBETCTBYET QRCHEFTHOMY QTYETY

BpeMs L-crepeonsomep obecrieunBaeT 0eTa-aJApeHOOTOKHPYIOIYI0 aKTUBHOCTh. COTaIoN HE UMEeT
COOCTBEHHOM CUMIIATOMUMETHYECKON U MEMOPaHOCTAOMIN3UPYIOIIEH aKTHBHOCTH.

[Tonobno npyrum OeTa-aapeHOOI0KAaTOpaM, COTANON MOJABISIET CEKPELHI0 PEHUHA, IPUYEM STOT
3¢ ()eKT HOCUT BBIpaKEHHBIN XapaKTep Kak B COCTOSIHUU TMOKOS, TaK U MPU Harpys3Ke.
bera-agpenoOnokupytoniee JAEHCTBUE COTAloJIa BbI3BIBAET CHW)KEHHME YacTOThl CEpPICUHBIX
cokpamiernii (HCC) (oTpuiiaTeibHOE XPOHOTPOIHOE JIEUCTBHE) U OTPAHUYCHHOE CHUKEHUE CHJIbI
CEpJICYHBIX COKpPAIIEHUH (OTpUIIaTeIbHOE HHOTPOITHOE JIEHCTBUE). DT U3MEHEHHs (PYHKIIMH cepaua
CHIKAIOT MOTPEeOHOCTh MUOKap/Ia B KUCIOPOJIE U 00bEM Harpy3Ku Ha cepaile.

AHTHApUTMHUYECKHE CBOMCTBAa COTajojla CBSI3aHBI KAk CO CIIOCOOHOCThIO K Ojokange Oera-
aIPEHEPTUYECKHUX PEIETITOPOB, TAK U CO CIIOCOOHOCTHIO K MTPOJIOHTUPOBAHHIO MTOTEHIHANA IEHCTBUS
MHOKap/a 3a cueT yAauHeHus ¢a3pl penossipuzaunu. OcHOBHOM 3(dekT coTasona 3aKiroyaeTcs B
YBEIMYEHUU  JUTUTETBHOCTH J(PQPEKTUBHBIX pedpakTepHBIX MEPHOAOB B  MPEICEPIHBIX,

JKCITYJOUYKOBBIX U JOIIOJHUTCIIBHBIX MYTAX ITPOBCACHNA UMITYJIbCA.

dapmaxkokunemuxa

Abcopoyus

Bro0CcTyHOCTD MpH IIpHeMe BHYTPb sBJISIETCS pakTHuecku nosHoi (6osee 90 %). MakcumMalbHast
KOHIICHTpAIUs B TIa3Me KPOBH JIOCTUTAETCS uepe3 2,5-4 9 mocie npuemMa BHYTPb, a PaBHOBECHAS
KOHIIEHTpalus B npenenax 2-3 aneil. BeackiBaHue cotanona cHuxkaercss npudau3utensHo Ha 20%
IpHU ITpHeMe C IUILEH 0 CpaBHEHUIO C IpUeMoM HaTtolak. B n1o3oBom unrepsaie ot 40 1o 640 mr/cyT
KOHIICHTpAIUS COTaIoNa B IIa3Me KPOBH MPOTIOPIMOHATIFHA TPHHUMAEMOH J103€.

Pacnpeoenenue

Pacnipesnenenne mpoucxoauT B IJIa3Me KpPOBM, a TaKkke B NMepUpEepUUYecKUX OpraHax W TKaHSX,
Cotanon He cBsA3bIBaeTcs ¢ OenkaMu Iuia3Mbl KpoBu. dapmakokuHeTnka D- m L-sHanTHOMEpOB
COTAJIOJIA SIBJISIETCS IPAKTHYECKU OJJMHAKOBOM.

[Inoxo mnpoHUKaeT uepe3 remarodHuedanuyeckuii Oapbep, NpUYEM €ro KOHILEHTpauus B
CIIMHHOMO3T'OBO JKUAKOCTH COCTaBIsIET TONbKO 10 % OT KOHILIEHTpalMK B IJIa3Me KPOBH.
Memabonuzm

CoTanon He IoJIBepraeTcsi MeTadboIn3My

Buigeoenue

OCHOBHBIM ITyTEM BBIBEJCHHUS U3 OpraHu3Ma sBIseTCs BblaesneHue yepe3 nodku. Ot 80% mo 90%

BBEICHHOM 103bI BEIBOAUTCA B HEU3MEHEHHOM BHUJIE IIOYKaMH, a OoCTaJiIbHasd 4aCTb — KUIICYHHUKOM.
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 30.10.2024 Ne 23915
Ilepuon monysbiBenenus coranona cocrasisaey 10-20 wacpB o ENORATENEHOCTE 0003)

Ocobvble epynnsl nayuenmos

[TaruenTam ¢ HapymieHHeM (DYHKIMH MMOYEK CIeIyeT MPUMEHSATh MEHbIIUE A03bl mpemaparta. C
BO3PAacTOM TMAaIlMeHTa (apMaKOKMHETHKAa MEHSIETCS HE3HAYUTENIbHO, XOTS HapylleHHue (yHKIIHU
MOYCK y TMOXKWIBIX IMAaIlMCHTOB CHIDKACT CKOPOCTh BBIBEIICHHS, YTO TPUBOJIUT K TOBBIIICHHOMY

HAKOINNICHUIO COTaJIoJIa B OPraHu3Me.

IHoka3anus K NpuMeHEeHUI0

[Ipenapar COTAJIOJI dapmacunTe3 mokasaH K NPUMEHEHHUIO Y B3pOCIBIX B Bo3pacte oT 18 mer.

KenynoukoBasg apuTMusL:

— JICYCHUC >KH3Heyrp0>Ka10meI71 )KCHy,I[O‘lKOBOﬁ TaxXUApUTMHU,
— JIEYCHHE CUMIITOMATHYSCKOM HCYCTOIZHHBOIZ )KGHYHOHKOBOﬁ TaxXuapuTMHUHU.

HamkenynoukoBast apuTMHUs:

— npourakTUKa pa3BUTHS MAPOKCU3MAIBbHON MPEACEpPAHON TaxUKapIuu, MapoOKCU3MalbHON
GuOpIUISILMK  [IpeaCepAnid, MapOKCU3MAIBHOW IMpeAcepIHO-KelyI0OYKOBOH  Y3JIOBOIi
PELMIPOKHOM TaxMKapIuu TUIA «Ie-entry», mapoKCU3MaIbHOU IIPENCEPIHO-KEITYJOUKOBOMI
PELHUIIPOKHON TaxXWKapAHM C Y4YaCTHEM JOIOJIHUTENIBHBIX IYTEH M IAPOKCHU3MaIbHOU
HaJDKEITyJOYKOBOW TaXUKAPAUH I0CIIE IPOBEICHUS XUPYPru4eCKOr0 BMEIIATEIbCTBA;

— TOJJep)KaHHe HOPMaJIbHOTO CHHYCOBOTO pHUTMa TOCi€ KOHBepcuu (GuOpmisauu

IpeCcepAni WIN TPENEeTaHus IpeaCcepauil.

IIporuBonokazanus

- IloBbIlIeHHasT YYBCTBUTEIBHOCTh K COTAJONy, IPOM3BOJAHBIM CyJIb(OHaAMHMIA WK JIIOOOMY U3
BCIIOMOTI'aTEJIbHBIX BEILIECTB.

- CuHapOM c1ab0CTH CHHYCOBOTO y37a, BKIIIOYas CHHOAYPHUKYJSPHYIO OJ0Kaay (3a UCKIIOUCHHEM
NAUEHTOB ¢ QYHKIIMOHUPYIOIIUM 3JIEKTPOKAPIUOCTUMYIIATOPOM).

- AtpuoBentpukyisipaas (AV) 6mokazna Il wiu 11l crenenu (mpu orcyTcTBUHM QYHKIMOHUPYIOIIETO
AIIEKTPOKAPINOCTUMYJIATOPA).

- BpoxnenHslii uau mpuoOpeTeHHBId cuHApoM yuinHeHHoro wuHTepBata QT nHa OKIT wim
IIPUMEHEHNE JIEKAPCTBEHHBIX MPENapaToB, KOTOPbIE MOTYT yIHHATh MHTEpBa)I QT Ha OKIT'.

- [lonmumopdHas xexy10uKoBas TAXUKapAUs THIA «IIHPY3T» (ABYHAIpaBlIeHHAasi BEpeTeHOOOpazHas

JKCIIyJOYKOBast TaXI/IKapI[I/Iﬂ).



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 30.10.2024 Ne 23915
- OIHOBpEMEHHOE MPUMEHEHUE JIEKAPCTBEHHBIX | [PeNdpaton; [ KOTODbIe| MOy (|BEI3BaTh

NOJTMMOP(HYIO KETyJOYKOBYIO TaXMKapAHMIO TUMNA «IHpYydT» (cM. pasgen «BzammopencTBue c
JPYTHEMH JIEKAPCTBECHHBIMH CPEACTBAMM ).

- Beipaxxennas Opaaukapaus (4acToTa CepJAeYHBIX COKpalieHui MmeHee S50 yi/MuH).

- ApTepuanbHasi THIIOTEH3Hs (KpOME CIy4yaeB, 00YCIOBIEHHBIX apUTMUEH ).

- KapauorenHslii moxk.

- NexomnencupoBanHas XCH, XCH IV ¢.x. (mo NYHA).

- BripaxenHas runeptpodus NpaBOro JKEIyJOoYKa WM IPaBOXKEIyJ0YKOBas cepieuHas
HEJ0CTAaTOYHOCTh, 00YCIIOBJICHHBIE JIETOYHON TUIIEPTEH3UECH .

- Cunzapom PeliHo u TspKelble HapymieHUs epru(epruaeckoro KpoBoOOpaIIeHuUs.

- bponxuanbHas acTMa WM XpoHH4YecKas oOcTpykTuBHas 6ose3Hp Jerkux (XOBJI), B Tom uncie B
aHamHese.

- Tsxenas moueyHast HEJOCTaTOUHOCTD (KJIMPEeHC KpeaTuHUHA < 10 MJI/MUH).

- Metabonrueckuii anumos.

- ['unokanuemus.

- deoxpomoruToma (0€3 O JTHOBPEMEHHOTO IIPUMEHEHHS anb(a-aapeHO0I0KaTOPOR).

- O0m1as aHecTe3us, BbI3bIBAIOIIAS MTOIaBlIeHUE (PYHKIIMH MUOKap/a.

- [lepuon rpyTHOTO BCKapMITUBAHUS.

- Herckwuii Bo3pacT 1o 18 net (3 pexTuBHOCTD U 6€30MaCHOCTh HE YCTAHOBJICHBI).

- Penkas HacnencTBEeHHAsh HEMEPEHOCUMOCTh TajakTO3bl, NE(UIUT JaKTa3bl, CHHAPOM TIIOKO30-

rajlakTo3HOM MajbaOcopOLuu (Mpenapar CoAepKUT JTaKTO3bl MOHOTUPAT).

C 0CTOPOKHOCTHIO

Crnenyer cobmoaate ocTOpoxHOCTh npu mnpumeHeHun npenapata COTAJIOJI @apmacunres y
NalMeHTOB, HEIABHO MepeHeclMX HWH(papKT MHOKapja, HpU caxapHOM Jualere, IcopHase,
HapylIeHUH (QYyHKIUH MT0YEK, aTpUOBEHTPUKYJISIpPHOM Ookane | creneHu, XpoHUYECKON cepAeuHOoM
HEJ0CTAaTOYHOCTH, MPH JIEKTPOIUTHBIX HAPYLICHUSX, MpU yUIMHEHUU uHTepBaia QT, B moxxuiom
BO3pacTe, IpU IPOBEICHUH XUPYPrU4eCKUX BMEIIATENbCTB, AJNIEPTUUECKUX PEAKIUAX B aHAMHE3E, a

TaKXe Ha ()OHE MPOBEACHUS JIECEHCUONIM3UPYIOLIEH Tepanuu.

IIpumeHeHne Npu 6epeMEHHOCTH U B EPHO/] TPYAHOT0 BCKAPMJIMBAHUSA
bepemennocms

[Tpumenenue npenapata COTAJIOJI dapmacunTe3 Bo BpeMst OepeMEHHOCTH, OCOOCHHO B IEPBOM
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 30.10.2024 Ne 23915
TPUMECTPE, BO3MOMKHO TOJIBKO MO <«OKU3HEHHBIM» TTOKABRHIAMEY | PR TS AbHOM [COOTHOMEHNN

(akTopoB pucka. B uccieqoBaHusIX Ha JKUBOTHBIX MPHUMEHEHUE COTANIOJA B TCPANEBTHUCCKHUX JUIS
YeJIOBeKa J103aX HE BBI3BIBANIO TEPATOTCHHBIX WM JIPYTMX MOBPEKAAOMHKX 3()(HEKTOB Ha IUIOA.
KoHTponupyeMbIx UcCiieI0BaHHiA IPUMEHEHHS COTaloNa y OEpEMEHHBIX KEHITHH HE TPOBOIUIOCH.
CoTanon TpOHMKAET dYepe3 TIeMaToIUIalleHTapHblid Oapbep. bera-anpeHOOI0KATOPBI CHUKAIOT
IUIAIICHTApHBI  KPOBOTOK, YTO MOXET TIPUBECTH K BHYTPUYTPOOHOH rubenu 1uiona,
NPEXICBPEMEHHBIM POJIaM, POKACHUIO HE3pEJIoro ioja. B ciydae mpoBeaeHus Tepaniu BO BpeMsl
OepeMEeHHOCTH, TIPUEM TIpernapaTa cielyeT OTMEHUTH 3a 48-72 4 10 MpennoiaraeMoro cpoka pojaoB
U3-32 BO3MOXXHOCTHM Pa3BUTHUSl THUIOTJIMKEMHUH, OpaJWKapAud, apTepHabHOW TUIOTEH3UH,
THITOKAJIMEMUH M YTHETECHHS JIBIXaHUsl Y HOBOPOXKICHHBIX. HOBOPOXKICHHOTO CIEAYET TIIATEIBHO
HaOJr01aTh B TEUCHHE MEPBBIX 48-72 4 1mocie poXKACHUs, €ClIM MPUMEHEHHE COTaJloa y MaTepy He
OBLIO MPEKPAIICHO 3a 2-3 JIHS JI0 POJIOB.

Ilepuoo epyonoeo eckapmausanus

BonbmuHCTBO OeTa-aapeH00I0KaTOPOB, OCOOSHHO JMMTOPIIBHBIX, IPOHUKACT B TPYJIHOE MOJIOKO,
XOTsl ¥ B pa3Hoil creneHu. [Ipu HEOOXOIMMOCTH NMPUMEHEHHs Ipernapara B IMEpUO]| JAaKTallHH,

T'PyAHOC BCKAPMIIMBAHUC HeO6XOI[I/IMO IPCKpaTUTh.

Cnocod npuMeHeHHs U 103bl

PexxuM 1o3upoBanus

Jlo3y mpenapara nmoaOUparoT UHAUBUIYATbHO B 3aBUCUMOCTH OT TSDKECTH 3a00JI€BaHUS M PEaKLUU
nanueHTa Ha jiedeHrne. HaunHaTh iedeHue U yBeIuunBaTh 103y Mpernapara He0OX0JUMO B YCIOBHUIX
THIATEJILHOTO MEIUIIMHCKOTO HaONIOEHUs, MOJ KOHTpoJjeM 3jiekTpokapauorpammel (OKI)
(BenmmumHa KoppurupoBaHHoro QT), KOHIIEHTpAIUU Kajus B IUIa3Me KPOBH M COCTOSHHS (YHKIHH
MIOYEK.

HauanbHas no3a coranona cocraBisgerT 80 mr B cyTku (1mo 40 mr 2 pasza B CyTKM C MHTEPBaJIOM
IpUMepHO B 12 4; B 3TOM ciIyyae BO3MOXKHO IMPUMEHEHHE COTaoa Apyroro npousoautens). [Ipu
HEJ0CTAaTOYHOW BBIPAXKEHHOCTH TepaneBTUYeckoro 3¢¢ekra 103a MOXKET ObITh MOCTENEHHO
yBenuueHa 110 240-320 Mr B CyTKH, pa3aeieHHON Ha 2-3 npuema.

VY OGosbIIMHCTBA MALMEHTOB TEPANeBTUYECKUNA PQPEKT TOCTUTAETCS NMPU NMPUMEHEHUH CYTOYHOM
10361 160-320 mr, pazneneHHoi Ha 2 npuema.

HekoTopsiM naueHTam ¢ yrposkaroniei sKu3Hu peQpakTepHOM Kelly104KOBOWH apUTMHUEN BO3MOKHO
yBEJIMYEHHUE J03bl MAKCUMAJIbHO 10 6-8 Tabnerok npenapata (480-640 mr cortanona), pa3aeieHHbIX

Ha 2 win 3 OTACJIbHBIX IIpUCMaA. OI[HaKO TAaKUC JO3bI MOKHO NPUMCHAITH TOJIBKO B TCX CIIyYasaXx, Korjaa
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COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 30.10.2024 Ne 23915
NOTEHIMAIbHAS  TI0JIb3a MPEBBIIAET PUCK| PasBUTHS ()} HEHETATENBAHK | HgaKIil, (10C0beHHO

MIPOAPUTMOT€HHOTO JICUCTBUS.

Oco0Bble IpVIIILI MAIUEHTOB

Tayuenmol ¢ napywenuem QynKyuu noex
VY NauueHToB ¢ HapylleHHeM (DYHKIUU MOYEeK MMECTCS PHCK Pa3BUTHUS KyMYJISLUH, TIO3TOMY MM
HEOoOXOMMO KOHTpOJIMpOBaTh BelnuuHy kinupeHca KpeatnHuHa (KK) m wactoTy cepaedHbIx
cokpamenuit (UCC) (ae menee 50 ya/muH).
[TocKOMBKY COTaaON BBIBOMUTCS K3 OpPraHU3Ma IMPEHMYIICCTBEHHO IOYKAMH M MEPHOJ €ro
MOJTYBBIBE/ICHHSI YBEIMYMBACTCS TIPU HATMYMK HApyIICHUs QYHKIIUH TTOYEK, 103y ITpernapara Cieayer

CHM)KATh, PYKOBOJCTBYSCH CICAYIOIIMMHA PEKOMEHIAUSIMU:

KnmpeHnc kpeatnHuHa, B MJI/MUH Pexomennyemas no3a
6omee 60 OO0bruyHas 1032
30-60 Y2 OOBIYHOM JT03bI
10-30 V4 OOBIYHOM JO3BI
Menee 10 [IpoTuBomoOKazano

Kimmpenc kpeaTuHuHA IS MY»XKYHUH PacCYUTHIBaeTCs 1o popmyre:
((140 — Bo3pacr) x Bec (kr)) / (72 X KOHIEHTpAIUs KPEATHHHHA B CHIBOPOTKE KPOBHU (MI//1)); s
JKEHIIUH MOTyYeHHBIN pe3ynbTaT yMHOKaroT Ha 0,85.
Ecin mtabopaTopHbIif aHATN3aTOP BBIIAET PE3yIIbTAT KOHIICHTPAIIUH KPEaTHHIHA B CBIBOPOTKE KPOBH
B €IMHUIIAX MKMOJIB/J, TO HEOOXOMMO pa3/IeIuTh MOTyYeHHBIN pe3ynbrar Ha 88,4 (1 mr/mnn = 88,4
MKMOJIB/JT).
[Tpu HapymieHnn QYHKIUHU MTOYEK TSHKETIOW CTENEHU TSKECTH HE0OXOIMMO MPOBOAUTE PETYISIPHBIH
koHTpostb DKI' 1 KOHIIEHTpaIuu mpenapara B ChIBOPOTKE KPOBH.
Tayuenmsi ¢ HapyweHuem yHKyuy neyeHu
Koppekuuu no3s1 He TpeOyeTcs.
JmUTeIpHOCTh TepaIuy ONMPEAETISETCS BPAuOM.
B Tom citydae, eciii Bl 3a0b1TH BOBpEMSsI IIPUHSATH TA0JIETKY, CICAYIOMININ pa3 He CICAyeT yIBanBaTh
J103y, HaJIO IPUHSATH TOJILKO Ha3HaYeHHOe KojmyecTBO npernapata COTAJIOJI dapmacunTes.

eTH

Bbezonacuocts u appextuBHocTh npenapara COTAJIOJI GapmacunTes y nanueHToB B Bozpacte oT



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
ot 30.10.2024 Ne 23915
1o 18 net He ycTaHOBIIEHBI. [[laHHBIE OTCYTCTBYIOT. (NOCNEOOBATENEHOCTE 0003)

L

Cnooco0 nnpuMeHeHus

BuyTps, 3a 1-2 4 10 npuema nuiy, He pa3KeBbIBasi, 3a11UBast JOCTATOYHBIM KOJIMYECTBOM SKUIKOCTH.
OnHoBpeMEeHHBIN TPUEM THUIIH (0COOCHHO MOJIOKO U MOJIOUHBIE MPOAYKTHI) YMEHBIIAIOT BCAChIBAHHE

mpernapara.

ITob6ouHoe neiicTBHE

[lo nganHbpiM  BcemupHON  opraHu3anmuy  3IpaBOOXPAaHCHHS  HEXKeENaTelbHbIE  APQPEKTHI
KJIaccu()UIUPOBAHBI B COOTBETCTBUH C X YaCTOTOM pa3BUTHS CICAYIONIMM oOpasom: uacmo (>1/100,
<1/10), neuacmo (>1/1000, <1/100), peoxo (>1/10000, <1/1000) u ouens peoxo (<1/10000), BKIrOUas
OTJENbHBIC COOOIICHUS; Yacmoma Heu3gecmHa - N0 UMEIONIMMCS JaHHBIM YCTaHOBUTH YacCTOTY
BO3HHUKHOBEHUS HE MIPEJICTABIISIIOCH BO3MOYKHBIM.

HapymeHuﬂ CO CMmOpPOHbL _KpoBU U ﬂMMd)amull€CK01:i cucmemvl. dHacmoma HeuszeecnmHa —

TPOMOOIIUTOTICHHS

Hapywenus ncuxuku: vacmo — OIIYIICHUEC TPEBOIM CIIYTAHHOCTH CO3HAHHWA, HApYUICHUA CHA,
HU3MCHCHUC HaCTpOCHUA, raJluIrOoMHaIuy, SPKUC CHOBUMJCHNA, ACTIpecCus, COCTOsHHUC
IOA4aBJICHHOCTH.

Hapywenus co cmoponbl HeDGHOZZ cucmemswl. 4acmo — aCTCHUA, T'OJJOBOKPYIKCHUEC, IMOBBINICHHAA

YTOMJISIEMOCTh, OHEMEHNE KOHEYHOCTEMH, rojloBHas 00J1b, MApeCTe3Usl, OILYIIEHNE TOJI0OBOKPYKEHUS,
CUHKONAJIBHBIE W IPECHUHKONAJIBHBIE COCTOSIHMS, HapyILIEHHE BKYCOBOM UyBCTBUTEJIBHOCTH,
OIL[YILIEHUE XOJIOAA B KOHEYHOCTSX.

Hapywernus co cmoponsl opeana 3peHus. yacmo — HapyHICHUC 3pCHUA, Heuacmo — KOHbIOHKTUBUT,

O4Y€Hb pedko — KCPATOKOHBIOHKTUBHUT, YMCHBIICHUC CJIC300TACICHUA (OCO6CHHO Ipyu HOMICHUH
KOHTAaKTHBIX J'II/IH3).

HCZDVWQHM}Z CO CImMOPOHbL oOpeard ciyxa u ﬂa6uDuHMHble Hapywerusi.: 4acmo - HapyueHHue Cliyxa.

HapvmeHuﬂ CO CHIOpPOHbI cep()ua: yacmo — HOJ'II/IMOp(bHaH JKCIIYyJOUYKOBasA TaxuKapausa TUIIa

«IHUPYIT», APUTMUS, OJbILIKA, 00JIb B IPyAH, OpaauKkapaus, OUIyIIeHHE cepAlleOneHuns, U3MEHEHUS
Ha OKI', HapymieHus aTpuOBEHTPUKYJISIPHON NMPOBOAUMOCTH, NMPOAPUTMHUS, YCUIEHUE CHUMIITOMOB
cepAeyHON HeIOCTaTOYHOCTH; 0Y€eHb pedKo — YCUIICHUE TPUCTYIIOB CTEHOKApIUH.

Hapywenus co cmoponbl COCV@OG.‘ yacmo — CHHWIKXCHHC apTCPHAIIBHOIO IOAaBJICHUSA, udacmoma

Heuzgecmna — Oone3Hb PeitHO, OoJie3HEHHOE TIOXOJOJAaHWE KOHEUHOCTEH, 000CTpeHue
MePEeMEekKAIOIEICsT XPOMOTHI.

Hapywenusa co cmoponui ObIXAMenbHOll cucmemsl, OpeaHoes ZDV()HOZJ KiemkKu u CD@@OCWZ@HU}Z:
7




COOTBETCTBYET SKCNEPTHOMY OTYETY
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Heuacmo — OpoHxocmnasM (y TaIMueHTOB C 6po|{xnanLHqﬁ| ACTVIOH | B FOM THHCHICHB aHAMHEERR); Y uens

PeoKo — aJieprudeckuii OpoHXUT ¢ GUOPO30M.

Hapywenus co cmoporbl WC@ﬂV@O’iHO'K”W@’lHOZO mpakma. d4acmo — 00JIb B JKHMBOTC, TOLIHOTA,

pBOTa, Aapes, TUCIICIICUA, MCTECOPU3M, CYXOCTb BO PTY.

Hapywenus co cmopouwl kodicu u NOOKOJNCHbIX MKAHEU . 4acmo — pasapaXCHUEC KOXKHU, KO>KHBIH 3yA,

KpalliBHHILIA, Heuacmo — aJIOIICI M,
yacmoma HeuszeecniHa — KOXXHas ChIIIb, OGOCTpeHI/IC ncopuasa, HOBBIMICHHOC MOTOOTACIICHUC.

Hapywenus co cmopouvl ckenemno-mbleyHou U COCOUHUMENIbHOU _MKAHU. Yacmo — MBIIISYHAs

c11aboCTh, CYIOPOTH.

Hapywenus co cmoponsbl _noiosulx opeanos u MOJIOYHOU _JiceNie3bl. Yacmo — CCKCyaJIbHasA

TUCHYHKITHUS.

O6mue DClCCI’I’lDOZZCWlSCl U _HAapyweHusi 6 mecme 66e0enus; yacmo — IOBBIIIEHHAS YTOMIISICMOCTD,

acTeHHs, IMXOPaaKa, OTEKH.

Bnusinue Ha pezynbmamul 1aO0OPAMOPHLIX U  UHCMPYMEHMATbHBIX UCCIEO08AHULL:  YACMOMA
Heu3zéecmua — 00pa30BaHUE aHTUHYKIICAPHBIX aHTHTEIL.

B wuccienoBaHuMsX ¢ ydacTHEM MAIMEHTOB C CEPJACYHBIMH APUTMHSIMH HauOoOJiee YacThIMH
HEKENATeIbHBIMU PEaKIMSIMHU, MPUBOAUBIIAMHE K TMPEKPAIICHUIO MPUMEHEHHs COTaioJa, ObLIH
MOBBIIIICHHAS] yTOMIISIEMOCTh (4 %), Opamukapaus (<50 yn/muH, 3 %), ogpimika (3 %), mpoapuTMus

(2 %), actenus (2 %) u ronoBokpyxenue (2 %).

Ilepeno3upoBka

YMBITIUIEHHAS WK CTy4YaiHas Mepeo3upoBKa COTalolia peIKko MPUBOUIIA K JieTaabHOMY ucxoay. C
MTOMOUIBI0 TEMOIMAIN3A YAAETCA 3HAYUTEIIbHO CHU3UTh KOHLIEHTPAIMIO COTAJIONA B IJIa3Me KPOBH.
Cumnmombwi:

CuMnTOMBI HMHTOKCHKALIUM, BBI3BAHHOM COTaloja THUAPOXJIOPUAOM, 3aBUCAT OT MCXOAHOTO
COCTOSIHHSI CEPJIEYHO-COCYAUCTON CHUCTEeMbI ((PYHKIHUS JIEBOTO KEITY0YKa, CEPJICUYHBIE APUTMUH).
[Ipu TsDKENOM CcepaeyHOM HETOCTATOYHOCTH JIaX€ MHUHHUMAJIbHBIE 03I MOTYT TIPUBECTH K
JIEKOMIICHCAIMU CEPACYHON HEJOCTATOYHOCTH.

Knunudeckasi KapTHHA 3aBHCUT OT BBIPAXKEHHOCTH MHTOKCHUKAIIMH (TIPUMEHEHHE COoTajoa B 103ax 2-
16 T cunTaeTcs BRIpaXEHHOM NIEPEI03UPOBKOI). B 0CHOBHOM HAOIIFOIAFOTCSI CHMITTOMBI CO CTOPOHBI
CEepPAEYHO-COCYJIUCTOM W HEPBHOW CHUCTEMbI, TAKME KaK IIOBBIIICHHAS YTOMIISIEMOCTb, MOTEPS
CO3HaHHUs, pPACIIUpPEHUE 3PauykoB U, B HEKOTOPBIX ClIy4asX, T'€HEpaJIu30BAHHBIE CYJIOPOKHBIE

npunagakv, CHHXCHUC apTCPpUAJIBHOIO HOABJICHUA, THUIOTTIMKCMUA, 6pazu/n<apm/151 (C BO3MOXHBIM
8
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pasButreM B acuctoiuio — Ha OKI' yacto BuIsBIsACTES( YCKOPB3AOIIAN- PEIM); (AEKOMIEHOAIMA

CepAeYHON HEOCTATOYHOCTH, a TAK)KE TUITMYHBIE JKEITyI0UKOBbIE TAXUKAPIUH (B T.4. MOJIUMOpQHAs
KeIyTOYKOBasi TAXUKAPAUS THIIA «IIUPYIT») U KapIUOTSHHBIH LIOK.

Jleuenue:

B ciyuae nepeno3upoBKHU clielyeT HEMEUIEHHO MPEeKpaTUTh MPUMEHEHHE cOTalloyia U 00eCneunuTh
THIATEJIbHOE HA0JIIO/IEHUE 32 TAllUEHTOM.

[TpombIBaHME KemylnKa, NPUMEHEHHE aKTHBHPOBAHHOTO YIJIS M CIAOUTENBHBIX CPEJICTB MOXKET
MPEeIOTBPATUTh BCAChIBAHUE COTAJIONA.

Cumnmomamuyueckas mepanus:

bpaodukapous: arporinn — 0,5-2 Mr BHyTPUBEHHO CTPYHHO, IPYTOi aHTUXOJIMHEPTUIECKUN ITperapar,
aroHUCT OeTa-aJpeHOPEIenTOPOB (M30NMPEHAINH, 5 MKI/MUH B BHUJIC MEIUICHHOHW BHYTPHUBECHHOW
UHBEKIUH, 10 25 MKT) WJIM TOCTAHOBKA BPEMEHHOT'O AJIEKTPOKAPAUOCTUMYIISITOPA.

Ampuosenmpukyiapuas oaoxada Il - Il cmenenu. BO3MOXHA ITIOCTAHOBKAa BPEMEHHOTO

IIEKTPOKAPIUOCTUMYJISATOPA.

Buipaoicennoe  cnuoicenue _apmepuanvhoco  dasnenus. dnmHeppuH  (aapeHanmH)  Oolee
MPEIMOYTUTENICH, YeM H3OMPEHAINH WIM HOpPAMHHEPpPUH (HOpaIpeHaluH), B 3aBUCUMOCTHU OT
COITYTCTBYIOIIUX (aKTOPOB.

bponxocnaszm: aMUHODWILTHH UiH O0eTaz-aJpeHOMUMETHKHN (MHTASIIIHOHHO).

HOJZHMOD(ﬁHa}l cheﬂV()OllKOGa}Z maxukapduﬂ muna __«nupysmy. KapaIuOBEpCHUs, IIOCTaHOBKA

BPEMEHHOT'O JJIEKTPOKAPIUOCTUMYIISATOPA (TIpU HEOOXOAMMOCTH), dMUHEPPUH (aIpeHaTuH) W/UiH

MarHus cynbdar.

B3aumopeiicTBue C APYIrdMHU JEKAPCTBEHHBIMHU CpEACTBAMHA

Hpenapambl, COBMECIMHOE NPUMEHEHUE C KOMOPbIMU NPOMUBONnoKa3aro

Jlexapcmeennvie npenapamol, yorunsowue unmepsar QT u cnocobHvle 6v136amb NOAUMOPPHYIO
HCENYOOUKOBYIO MAXUKAPOUIO MUNA «NUPYIMN»:

- aHmuapummuyeckue Jjaexapcmeenuvie npenapamvl 1A kracca (XVHHIUH, TUAPOXWHUIMIH,
muszonupaMui, npokanHamun) u |C xkracca (mampumep, ¢uekannun, npomnadeHoH) u |B xknacca
(TuOoKanH);

- anmuapummuyveckue nexapcmeennvie npenapamoel |l kracca (nodbernnun, nOytumma, OpeTunus
TO3MJIAT), IPOHETAPOH, AMHUOJIAPOH;

- Apyruc (HCaHTI/IapI/ITMI/I‘-ICCKI/Ie) JICKApCTBCHHBIC CPCACTBA, TAKHEC KaAK:



COOTBETCTBYET SKCNEPTHOMY OTYETY
ot 30.10.2024 Ne 23915
- HEHpONENTUKU:  henomuasunol |(XJTOPIPOMAIAH - [(IHAMEMA3HH, H (IEBPMENPOMA3HH,

THOpUIA3WH, TpUdITyoniepazuH, QurydheHaznH), Oen3amuosl (AMUCYIBIPU], CYyTbTOTPHU], CYJIBITUPHI,
TUATNIPHUL), Oymupogenonst (APOTIEPUION, TATONEPU 0N ); TUMO3H]I, CEPTUH/ION,

- AHTHJICTPECCAHTBI. MPUYUKTUYECKUE AHMUOENPECCAHMbl, CeNleKMUHble UHSUOUMOPbL
o0bpamnozo 3axeama cepomonuna (IATAIONPaM, SCIUTAIIONPAM);

- aHTHOAKTEepHAIBHBIC CPEACTBA: pmopxurosonvl (JIEBOGIOKCAIMH, MOKCU(IOKCAIIHH,
cnap¢okcayt, TUNPO(IOKCAUH); MAKpOaudsl (SPUTPOMHUIIMH TIPH BHYTPUBEHHOM BBEICHUH,
A3UTPOMMIIVH, KJIIAPUTPOMUIIMH, POKCUTPOMUIINH, CITHPAMHIINH ), KO-TPUMOKCA30JI;

- npomugocpudKosvie cpedcmea. azonvl (BOPUKOHA30J, HWTPAKOHA30J, KETOKOHA30J,
baykoHa3omn);

- mpomugomanApuiinbie cpedcmea (XMHHH, XJIOPOXWH, MEQUIOXHH, TaloQaHTpHH,
aymedaHTpuH);

- npomusonpomo3oiisie cpedcmesa (MIEHTAMHUIUH MPU MTAPESHTEPATILHOM BBEJICHHH ),

- aHMUaHeuHaIbLHble cpedcmsa (paHoIa3uH, OeTIPUINIT);

- nmpomugoonyxonegvle cpedcmea (BaHACTaHUO, MBIIIbSKA TPUOKCHI, OKCAIWIUIATHH,
TaKpOJIUMYC, TOpeMU(EH);

- npomusopeomuvie cpedcmaa (TOMIEPHUIOH, OHTAHCETPOH ),

- cpedcmea, euuAlOWUe HA MOMOPUKY HCeNYOOUHO-KUMeuHo2o mpakma (Uu3anpu,
IPYKaJIONpUA);

- aumueucmamunHvle cpedcmea (aCTeMu3o, TepdeHaanH, MU30IaCTHH);

- ummyHooenpeccanmol (PUHTOIMMO), TOCKOJIBKY MPHU MPUMEHEHUH aHTUAPUTMHUYECKUX
npenapatoB |l knacca, mpemapatoB, cHikaomux UYCC, Takux Kak [-agpeHoOJ0KaTOphl, C
(UHTOTMMOZIOM BO3MOXKHO DPa3BUTHE OpaglapUTMUM, HEBO3MOXXHO OJHOBPEMEHHOE Ha3HAUYCHHUE
ATHUX MpenapaToB;

- npouue nekapcmeenHvle cpedcmea (aHarpenu, Ba3onpeccH, AudeManuna MeTuiICyabgar,
KEeTaHCEepUH, MPoOyKo, mpornodod, ceBohIypaH, TEPIUTIPECCHH, TEPOIMINH, IIUITIOCTA30I).

Ilpenapamul, cosmecmuoe npumenerue ¢ KOmopulmu He DeKOMeHaVeWLC}Z

@noxkmagenun

Bnokarops! OeTa-agpeHepruuecKux perenTopoB MOI'yT IPENsSTCTBOBATh Pa3BUTHIO KOMIIEHCATOPHBIX
peaxkiuil co CTOPOHBI CEPACYHO-COCYIUCTON CHCTEMBI, CBSI3aHHBIX C TMIIOTEH3UEH WM KpPU3O0M,
KOTOpBIE MOTYT ObITh HHIYLIUPOBaHbI (PJIOKTa(PEHUHOM.

E]lOKClﬂ’lOpbl KajJlbYyUueevblx KaHA106
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ot 30.10.2024 Ne 23915
CoBMmecTHOE IPUMEHEHHE OETa-aIPEHOOIOKATPPOB 1 OJHPKATOPOB KAy IEBbIX, KAHAIOB, PMBAOIMT K

COOTBETCTBYET QRCHEFTHOMY QTYETY

CHI)KEHMIO apTEpUAIbHOTO JaBJIEHMSI, OpajauKapIuu, HapyLIEHUSIM IPOBOAMMOCTH U CEPACYHOU
HenoctatouyHocTH. Criegyer u3beratb NpUMEHEHHs OeTa-aJpeHOOJIOKaTOPOB B KOMOHMHAIUHM C
0JI0KaTOpaMy KaJbLIMEBBIX KaHAJIOB, TAKUMH KaK BepamaMWJI M JWITHA3eM, 110 MPUYMHE Pa3BUTHUSA
aJIUTUBHBIX YPPEKTOB Ha MPEJICEPAHO-KEITYA0UKOBYIO IPOBOJUMOCTb U (DYHKLIUIO XKETYJOUKOB.
Kanutigvioosuue ouypemuxu

Bo3MoXHO pa3BUTHE THUIOKAIMEMHH W TUIIOMArHUEMHUH, TMOBBIIIAIONIUX PHCK Pa3BUTHA
HOJMMOP(HOI kKelTy1I0UKOBOW TaXUKapIUHU TUIIA ITUPYITH.

pyeue nexapcmeennvle npenapamsi, CHUNCAOWUe ypo8eHs Kauus

AmoporepunH B (mpu BHYTPHBEHHOM BBEJCHHH), TJIOKO- M MHUHEPATOKOPTHKOCTEPOUIBI (TIPH
CHCTEMHOM ITPUMEHEHUH ), TETPAKO3aKTH/I, TIIUIUPPU3NHOBAS KUCIIOTa (KapOSHOKCOJIOH; TpEemaparhl,
COJIepIKaIllie KOPEHb COJIOJKU) U HEKOTOPbIC CIIa0UTEIIbHBIC CPECTBA, CTUMYJIUPYIOLINE MOTOPHKY
KUIIEYHNKA, TAaKKE€ MOTYT OBbITh CBsI3aHBl C Pa3BUTHEM TrHUNokaiueMuu. llpu uX coBMecTHOM
IPUMEHEHUU C COTAJO0JOM CIEAYeT OCYLIECTBIISITb MOHMTOPUHI W KOPPEKLUIO YPOBHS Kajius B
I1a3Me KPOBH.

Knonuoun

bera-anpeHo610KkaTOpbl MOT'YT YCHJIMTh apTEPUAIbHYIO THIIEPTEH3UI0 OTMEHBI IIOCIIE MPEeKpaIleHus
npreMa KJIOHUMHA; T03TOMY OeTa-aJpeH00I0KaTOPhI CIEAYET OTMEHSTh IOCTEIIEHHO, 32 HECKOJIBKO
JTHEH 10 MOCTENEeHHOr 0 PeKpalleHusl IpuemMa KIOHUANHA.

Hpenapambl, COBMECImMHOE NPUMEHEHUE C KoOomopbvimu mpe6vem cobnoeHus OCmMopoaHCHOCmMuU

Cepoeunvie 2nuxko3uovl

OnHOKpaTHOE W MHOTOKPATHOE NMPHUMEHEHHE COTaj0a He OKa3bIBaeT CYIIECTBEHHOTO BIIMSHUS HA
YPOBHH TUTOKCHHA B IJIa3Me KpoBH. [IpoapuTMudeckne sSBJICHUS Yalle HaOIOIAINCh y MallUeHTOB,
MOJYYaBIIUX CEpJIeUHbIe MIMKO3UIbl Ha (POHE TepanHry COTAJIO0IOM; OJTHAKO JAHHBIN Y3PPEKT MOXKET
ObITh OOYCIIOBJIEH HAJMYUEM CEepJeYHOM HEJIO0CTaTOYHOCTH, KOTOpas cama Mo cebe sBisercs
¢dakTopoM pucka pa3BuTHs aputmMun. COBMECTHOE TpUMEHEHHE OeTa-aApeHOOIIOKAaTOPOB H
CepACYHBIX TIMKO3UI0B MOXKET IPUBECTH K 3aMEUIEHUIO aTPHOBEHTPUKYJISIPHOM ITPOBOUMOCTH.
IIpenapamul, npusoosyue Kk ucmoujeHuro 0eno KamexoiamuHo8

[TpumeHeHne cOBMECTHO ¢ 0eTa-aApeHOOI0KaTOpOM MpenapaToB, MPUBOAAIINX K HCTOIIECHHUIO JIETO
KaTeXOJIAMHHOB, TaKWX KaK PE3epIUH, TYaHCTHJWH WM anb(a-MeTHIAoNa, MOXET NPUBECTH K
N30BITOYHOMY CHIDKCHHIO TOHYCa CHMITATHUECKOW HEPBHON CHCTEMBI B COCTOSIHUH TOKOs1. Cremyer

OCYHICCTBJIATDH TIIATEIbHBIN KOHTPOJIb 34 COCTOSIHUCM IMAOUCHTOB, IMOJYYAOIUX IPCrapaTrbl U3

11



COOTEBETCTBYET QKCNEFPTHOMY OTHETY
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00enx TPy JIEKApCTBEHHBIX MPENapaTos, W MOMBICHUEM [Y) FHUKE MPHEHAKOB, (QHIKCHUS

apTepUAIILHOTO JIABJICHUSI U/WUJTH BRIPAKEHHOM OpaiMKapIuu, KOTOPhIE MOTYT IPUBECTH K OOMOPOKY.
Hncynun u nepopanvhuvle eunoziukemudeckue cpeocmsda

Bo3MOkHO pa3BUTHE TUTIOTIIMKEMUN U MOXKET OTPEOOBATHCS KOPPEKTUPOBKA J103bI JIEKAPCTBEHHBIX
mpernapaToB sl JIeUeHHUs] caxapHoro nauvabera. bera-anpeHOOIOKAaTOpbl MOTYT MacKHUpOBATh
CHUMIITOMBI THUIIOTJIMKEMUU (TaXUKapJIUIO).

Hepeno-mviueunvie b10kamopel, maxue kax myboxKypapuH

bera-anpeHo010KaTOPbI NPOJIOHTUPYIOT IEHCTBUE MUOPEIAKCAHTOB.

Ilpouue

bemaz-aopenomumemuxu

[Tpu oTHOBpEMEHHOM IIPUMEHEHHUH C COTATIONIOM MOXET OTPEOOBAThLCS MPUMEHEHHE 00JIee BRICOKUX
103 O6eTaz-aIpeHOMUMETHKOB.

Hecmepouonvle npomusosocnanumensvHvle npenapamsl

HIIBII ocmabnsiroT runoTeH3uBHbIH A3 dekT O6eTa-aapeHo0I0KaTOPOB.

Hugheounun

[Ipu ogHOBpeMeHHOM TnipueMe HU(eIunuHa W JPYruX MPOU3BOIHBIX |,4-TUTrHapONUpHUINHA
BO3MOXKHO CHIKEHUE BEIMYUHBI aPTEPUATBHOTO 1aBIICHUSI.

[Tpr OTHOBpPEMEHHOM MPHUMEHEHHUU COTAJIONA C PE3EPIIMHOM, KIOHHIWHOM, allb(a-METHUIIONON H
ryan(amrnHOM BO3MOXKHO pAa3BUTHE BBIPAKECHHOW OpaauKapAuv W 3aMeJICHUE IPOBEICHUS

BO30Y K/IEHUS B CEp/LIE.

Oco0ble ykazanust

Pe3skas ommena npenapama

[Tocme  oTMeHbl  OeTa-aapeHOONIOKATOPOB Yy  MAIMEHTOB  HAOMIOJAeTCsl  MOBBIIICHHAS
YyBCTBUTEIHHOCTh K KarexojamuHaMm. Coo0manock 00 OTHeNbHBIX CIy4asXx OOOCTpeHHUs
CTCHOKApANH, BOSHUKHOBCHUA apUTMHU, U, B HCKOTOPBIX CIIy4asX, pa3BUTHU I/IH(i)apKTa MHOKapaa
MOCJIe PE3KOro IMpEeKpalleHus Tepanuu. B CBA3M ¢ 3THM TPH HEOOXOJUMOCTH PE3KOH OTMEHBI
JUIMTETIFHOW Tepamuu COTAJIOIOM PEKOMEHIYEeTCsl TIIaTeIbHOoe HaOMIeHue 3a MaIUeHTOM,
0Cc00EHHO ¢ ulIeMu4eckoit 0one3Hbio cepana. [1o BO3MOXXHOCTH /103y ClIEyeT CHUXKATh MOCTETIEHHO
B TCUCHUC OJIHOﬁ WK IBYX HEACIIb. HpI/I HeO6X0}II/IMOCTI/I PEKOMCHAYCTCA HA4YaTh 3aMCCTUTCIIbHYIO
Tepanuto. Pe3koe mpekpallleHHe NPUMEHEHUs IMpernapara MOXKET CIHPOBOLMPOBATH «CKPBITYIO)
KOPOHAPHYIO0 HEJOCTATOYHOCTD, a TAK)KE Pa3BUTUE apTEpUATbHONU TUIEPTEH3UU.

Ilpoapummocennoe Oeticmeue
12



ot 30.10.2024 Ne 23915
Haubonee onacHol HexenaTenbHON peakuuefi npv NPAMEHSH AN aHTAAPH TV CCRIX-IPEriapaToB

COOTBETCTBYET QRCHEFTHOMY QTYETY

ABJIIETCS 00OCTPEHME YK€ CYLIECTBYIOIMX apUTMHM WM TPOBOKaLKs HOBBIX. [ Ipenaparsl, koTopbie
yaauHAI0T uHTepBan QT, MOryT BBI3BaTh MOJUMOPGHYIO JKEIYyAOYKOBYIO TAaXUKapIUIO THUIA
«IHPYIT», TOIUMOPGHYIO SKETyJIOUYKOBYIO TaxHKapAuilo. Bo3HHUKHOBEHHE MOJOOHBIX apUTMUN
CBS3aHO C y[yinHeHueM uHTepBaia QT, CHUKEHHEM YacTOThI CEPJCUHBIX COKPAIICHU, CHKEHHUEM
COJZIepKaHUs CBIBOPOTOYHOIO KAl U Mar"us, C BBICOKOW IJIA3MEHHOM KOHIICHTPALMEN COTasoia, a
TaKXe OJJHOBPEMEHHBIM IPUMEHEHUEM JIPYTHX MPETapaToB, YNTMHAOMMX HHTepBas QT. YV eHumH
3TU OCJIOKHEHUS BOZHUKAIOT Yallle.

Yacrora noauMopdHON >KEITyJOYKOBOM TaXUKapAUM THUIA «IHPYIT» SBISETCS J10303aBHCHUMOM.
JlanHast He)kenarenabHasl peaklysi BO3HUKAET OOBIYHO B PaHHHE CPOKH IOCJIE Hayajla Teparuu WiH
Py YBEIMYCHHH JO03bl, W NPEKpAIlaeTcs CIIOHTAHHO y OOJBIIMHCTBA MalMEHTOB. [Ipu >TOM
TUTPOBAHUE JO3bl CHIKAET PUCK BO3HUKHOBEHHUS MPOAPUTMUU. XOTA B OOJBIIMHCTBE CIIy4aeB
nonuMop(dHas KexyJ0OuKOBask TaXUKapAUs TUIIA ITUPYIT» UMEET CAMOJIUMUTHPYIOUINI XapakTep U
€€ CUMITOMBI COBNAJAIOT C APYIMMM HEXKEJIaTebHBIMU PEAKLUSAMHU (HalpuMep, CUHKONAJIbHBIC
COCTOSIHUS1), OHA TAK)KE MOXKET MEPEXOAUTh B GUOPHIUIALHUIO KETYJOUKOB.

B KJIMHUYECKUX HCCIeA0BaHUAX NAlMEHTOB c pedpaxkTepHOit JKEITYT0UKOBOI
taxukapauei/pudbpumsuuenn  xenygoukoB  (OKT/®PX) wacTtora  TSXKENbIX  MPOAPUTMHIMA
(monMMOpQpHON KeNlyT0UKOBOW TaXUKapIUU TUIA «IIHPY3T» WM BHOBb BOZHUKIIEH pE3UCTEHTHON
KT/DXK) cocraBnsina <2 % npu gozax 10 320 mr.

[Tpu Gonee BBICOKHX /103aX 4acTOTa BCTPEYAEMOCTH YBEIMUUBAETCs Oojiee 4eM B J1Ba pasa.

K npyrum ¢akropam pricka BO3HHKHOBEHHsSI MOIUMOP(HON >KETyJOYKOBOM TaxHKapIuu THIIA
«IHPYIT» OTHOCUTCS 3HAYMTEIbHOE yIIuHeHune nHTepBasia QT ¢ kapauomeraavei WM 3aCTOHHOM
CEepAECYHON HEOCTATOUYHOCTHIO. [[allMeHThI ¢ yCTOMYMBOM JKEITyJOUKOBOW TaXUKAPIUEH U 3aCTOMHOMN
CEepPIEYHON HENOCTAaTOYHOCTBI0 HWMEIOT CaMbli BBICOKMM PHUCK BO3HHUKHOBEHUS CEPBE3HBIX
npoaputmuii (7 %).

Ilocne panee MpOBOAMBLIEICS AaHTHAPUTMUYECKUN TEPAITUHA COTATION MOXKHO Ha3HAYaTh TOJIBKO IIPH
YCIIOBUU TUIATENILHOTO BpaueOHOro HaOII0JCHHS U HE paHee 4eM uepes 2-3 nepruoa NoayBbIBEICHUS
paHee Ha3HAYEHHOT'0 aHTUAPUTMHUYECKOTO IIpernapara.

[IpoapuT™MHuUuecKkre OCI0KHEHHUSI MOTYT BO3HUKAaTh HE TOJBKO MPH Hayaje Tepanuu, HO TakKe MpHU
KaKJIOM TNOBBIIIEHHH 103bl. Havamo tepamuu ¢ 80 MI C MOCTENEHHBIM YBEIUYEHHEM IO3BOJISET
CHU3UTH PUCK pa3BUTHUS MpoapuTMHH. COTajo0N ClIeayeT MPUMEHSITh C 0CO00H OCTOPOKHOCTHIO MTPU
untepBasie QT anmutenbHOCThIO Ooiybine 480 MCEKyHA, WIM HEOOXOJUMO YMEHBIIUTH 03y

npenapara; HeoOXOIMMO MPEKPATUTH Teparuio, korjaa uarepBan QT mpebimaer 550 McekyHI.
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ot 30.10.2024 Ne 23915
B cBsi3u ¢ pUCKOM TPOAPUTMOTCHHOTO NEHJTBUs HE | PEROMEHIYENCH, TIPHMCHEHIC Hpenapara y

COOTBETCTBYET QRCHEFTHOMY QTYETY

MAIMEHTOB C MEHEeE TSHKEIBIME (HeKU3HEYTPOIKAIOITIMH ) JKEITYJOUYKOBBIMH APUTMUSIMHU, JTAXKE €CIIN
9T HAPYIIEHUS pUTMA COMTPOBOXKIAIOTCS HEITPUATHBIMU JIJISl TAIIEHTa CUMITOMAaMHU.

Cotasnon He ciieyeT IPUMEHSATD Ui JICUEHUs ey 1I0UKOBOH IKCTPACUCTOIIUY.

DnekmponumHule Hapyule sl

Cotanon He cienyeT NPUMEHATh Y MAIUEHTOB C HEKOPPETMPOBAHHON THIIOKATMEMHUEH WiIn
THIIOMarHueMuer, T.K. BO3MOXKHO yanuHeHune wuHtepBasa QT, a Takke yBelIMYeHHE pPHCKa
BO3HUKHOBEHHUS NOJUMOP(GHOMN >KeITyJOYKOBOM Taxwkapauu Tumna «mupyst». Ocoboe BHUMaHHE
JOJKHO OBITh yAEJIECHO BOJHO-3JEKTPOIUTHOMY OalaHCy M KHCIOTHO-IIEJIOYHOMY PaBHOBECHIO Y
MAIUEHTOB C TPOJOJDKUTEIBHON Juapeeii WM Yy TMalueHTOB, NPUHUMAIONINX IPErapaThl,
CHIKAIOIIINAE YPOBEHD KAIHS U MarHUs B IJIa3Me KPOBH (JIMYPETUKH ).

3acmotinas cepoeunas HeOOCMamoyHOCHb

brnokana Gera-agpeHOpPELENITOPOB MOXKET JOMOJIHUTEIBHO CHHXXKATh COKPAaTUMOCTb, MUOKapJa H
BbI3bIBaTh IPOIPECCUPOBAHUE CUMIITOMOB CEPACUHOMN He0CTaTOYHOCTH. CIieyeT ¢ OCTOPOKHOCTHIO
¥ C HU3KOH JI03bl HAUMHATH TEPAIUIO COTAJOJIOM Y TAlMEHTOB C HAPYIICHHEM COKPAaTUTEIbHOU
CIIOCOOHOCTH MHOKapJa JIEBOTO JKEIyJ0uKa, KOHTpoiupyemon Tepamnuedl uHruOutopamu AllD,
JTUYpETUKaMH, CEpACUYHBIMH MNIMKO3UAaMHU U JIp.

HUngpapxkm muokapoa

[TonoxuTenbHOE COOTHOLIEHHWE TIOJb3a/pPUCK TNPUMEHEHHUS CcOoTajlojla Yy MAalMeHTOB I0CIe
MEPEeHeCeHHOro MH(papKTa MUOKapAa ¢ HapylleHHeM (QYHKIIMHU JIEBOTO >KeTyJo4YKa He JOKa3aHo.
TimarenbHBIA KOHTPOIB 32 MAllMEHTOM U TUTPOBAaHUE J03bI UMEIOT pelIaroliee 3HaYeHHe BO BpeMs
Hayaya ¥ MpOJODKEHUS Tepariu.

Coranoin He cieayeT MPUMEHSTh Y MalUeHTOB ¢ (hpakiueil BeIOpoca jeBoro xemyaouka < 40% 6e3
CEPbE3HBIX JKEITYJOUYKOBBIX apUTMUH.

H3menenus na SKI'

Upesmepnoe ymmmHeHne uHTepBana QT, 6omee 550 mMcek, MOKeT OBITh NMPU3HAKOM TOKCHUYHOCTH
npenapata. CuHycoBas Opaaukap/us J10BOJIHO YacTO Ha0III01aach B KIIMHUUECKUX UCCIIeI0OBAaHUSIX
y TAIMEeHTOB, CTPAJaBIINX apUTMUEH W MPUHUMABIINX COTANON. bpaaukapaus yBEIUYUBAET PUCK
pa3BUTHS TTOTUMOP(GHON KEyT0UKOBOM TaXUKAPJIUHU TUTA «UPYIT». [lay3bl B CHHYCOBOM pUTME,
OCTaHOBKA W JAMCQYHKIMS CHHYCOBOIO Yy3J1a BCTpedaluch y MeHee 4eM 1% mMalueHToB.
PacnipoctpanenHocTh  arpuoBeHTpuKyysipHoi Omokaner |l wmmm Il cremenm  cocramisier
npubmmsutensHo 1 %.

Anagpunaxmouonwle peaxyuu
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COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 30.10.2024 Ne 23915
YV NanMeHToB MpPH NPUMEHEHNH OeTa-aapeHo0I0KaTOPPB (¢ aHAQHIARTUARCKHMI TPedKIsIMU B

aHaMHE3€ Ha pa3jIM4HblE aJJIEPreHbl, IPU MOBTOPEHUM KOHTAKTa ¢ aHTUT€HOM MOXET BO3HHMKHYTh
0osiee cepbe3HbIE AIEPrUYECKUe peaklMU. Takue MalnueHThl MOTYT HE pearupoBaTh Ha OOBIUHBIE
JI03bI SNTUHEPPUHA, TPUMEHSEMOTO0 JIJIsl TepAlluy aJUIEPrUuecKOl peakIuy.

Anecmesus

[To ananorum ¢ qpyrumMu 6eTa-aipeHodI0KaTOpaMH, COTAIIOIN CIEAYET C OCTOPOKHOCTBIO TPUMEHSTh
y TAaIMeHTOB, KOTOPBIM IIAHUPYETCS XHPYpPrUYecKoe JIeYeHHEe, a TaKkKe B KOMOHMHALUHU C
AQHECTETUKaMH, KOTOPbIE CHHKAIOT COKPATUTEIbHYIO CIOCOOHOCTh MHOKapla, TaKUMH Kak
LIUKJIONPOIIAH U TPUXIIOPOITHIIEH.

Caxapmubiii ouabem

Cotanon crieayer NPUMEHSTH C OCTOPOKHOCTBIO Yy TAIMEHTOB C CaxapHBIM JWa0eTOM WU C
SMU30JaMHU CIIOHTAHHOW THUIIOTIMKEMHUH B aHamMHe3e, TaK Kak @pU NpuUMEHEeHuu OeTa-
aapeHo0JI0KAaTOPOB MOTYT MAaCKHMPOBAThCSA MPU3HAKK Hayalla OCTPOIl THIOTIMKEMHH, HampuMmep,
TaxUKapaus.

Tupeomokcukos

[Ipumenenue OeTa-aipeHOOIOKATOPOB MOXKET CKPBIBATh HEKOTOPbIE KIMHUYECKUE MPU3HAKU
TUIepTUpeo3a (Harpumep, Taxukapauio). [laimeHTs! ¢ puckoM pa3BUTHUS THPEOTOKCHKO3a TPeOYyIOT
0co00ro BHUMaHMs B CBA3M C OMNACHOCTbIO YCHJIEHUS CUMIITOMATHKHM THUIIEPTHPEO03a, BIUIOThH IO
Pa3BUTHUSI TUPEOTOKCUUYECKOTO Kpu3a, Ha (OHE MpeKpalleHust 6eTa-0JI0KUPYIOIIEro AeUCTBUS NpU
PE3KOI OTMEHE Tpernapara.

Hapywenue ¢ynkyuu novex

Tak kak coTanon B OCHOBHOM BBIBOJUTCSI IIOYKaMH, Y MalMEHTOB C HapylleHHEeM (DYHKLIHU MOYeK
TpeOyeTcst Koppekuusi 703bl. HeoO0XoauMo peryisipHO NpoBEpATh YpPOBEHb KpeaTHHUHA W/WIH
coTajoja TuAPOXJIOpUIa B CBIBOPOTKE KPOBH.

Hapywenue ¢ynkyuu nevenu

[TockonpKy coTajloyl HE TOJBEPraercsi MPEeCUCTEMHOMY MeTal0olu3My, KIHMpEHC Ipenapara y
MAIMEHTOB C HApYIICHUAMHU (QYHKIUU TIEUEHU HE U3MEHSIETCS.

Iicopua3z

Bera-anpenoOnokaTopsl MOTYT HMHMLIMUPOBATH pa3BUTHE TICOpPHa3a B OTICNIBHBIX CIydasx,
yCyryOJIATh CAMITOMATHKY HJIA CTIOCOOCTBOBATH MOSIBICHHUIO TICOPUA30(OPMHOMN IK3aHTEMBI.
Anxozonuzm

Bera-anpeno0i10kaTopsl MOTYT YCKOPUTH DPa3BUTHE CEpPACYHOM HEJOCTATOYHOCTH Yy MAIUEHTOB,

CTpaaaromInX aJIKOTOJIU3MOM.
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COOTBETCTBYET QRCHEFTHOMY QTYETY
ot 30.10.2024 Ne 23915
lpumenenue npenapama cnopmemenamu (NCCNEOOBATENEHOCTE 0003)

L

[TpumMeHeHne coTaiosia MOXKET ObITh IPHUYMHOH MOJIOKUTENBHBIX PE3YJIbTATOB IPH JTONMHT-TIPO0AX.
Tooscunoii 6ozpacm

[TarmeHTaM MOKUIIOTO BO3pacTa HEOOXOIUMO IPUMEHSTH COTAION C OCTOPOKHOCTBIO.

Brusanue na nabopamopmwie noxazamenu

[TpucyTcTBHE coTamona B MOYE MOXKET MPHUBOAMTH K JIO)KHOMY TIOBBIIICHHIO KOHIEHTPAIUU
MeTaHe(prHa B MOYE MO JAHHBIM (POTOMETPUYECKHX METOJIOB. Y TAIMEHTOB C MOJO3PEHHEM Ha
(EOXpOMOIIMTOMY, a TAKXKE Y T€X, KTO MPHHUMAET COTAJI0J, HEOOX0AUMO MTPOBOUTH CKPUHHUHTOBOE
uccienoBanne Mounm MetonoM BDOXKX (BbicokodddeKkTHBHAS >KHAKOCTHAs Xpomartorpadus) c
TBepI0(a3HON IKCTPAKIHEH.

Ilpouee

[TpumMeHeHHe coTalioia He 10 TTOKa3aHHUSIM SIBJISICTCS TIOTCHIIMAIBHBIM PUCKOM JIJIS 3JI0POBBSI.
[TarMeHThI, MONB3YIONINECs KOHTAKTHBIMU JIMH3aMH, JOJDKHBI YYUTHIBATh, YTO HAa ()OHE TEparuu

COTAJIOJIOM BO3MOXHO YMCHBIICHUC ITPOAYKINHN CIIE3HOU KUOKOCTH.

Biausinue Ha ClMOCOOHOCTH YHpaBJaiaATb TPAHCIIOPTHBIMMU CPEICTBAMU, MEXaHU3MaMHU
Het naHHBIX 0 BIMSHUIO HA CIIOCOOHOCTD yHpaBJICHUA TPAHCIIOPTHBIMU CPEACTBAMU, MEXaHU3MAMU,
OJHAaKo, CJICAYCT IPUHUMATh BO BHUMAHUC BO3SMOKXHOCTDb Pa3BUTHUA TaKUX HEKEIATCIIbHBIX peaKIlI/Iﬁ

KaK TOJIOBOKPY>KE€HUE U c1abocTh (cM. pazaen «I[lobouHoe nericTBre» ).

dopMa BbINIYCKa

Tao6nerkun, 80 mr, 160 mr.

Ilepsuunas ynaxoeka 1exapcmeenHo20 npenapama

[To 10 TaGneTok B KOHTYPHYIO SYEHKOBYIO YHAKOBKY M3 IUIEHKU MOJIMBUHWIXJIOPUIAHON U (HOJIBrU
AJIOMUHHMEBOMW I1€YaTHOM JIAKUPOBAHHOM.

ITo 10, 20, 30, 40, 50 unu 100 Tabierox B OaHKY MOJUMEPHYIO C KPBIUIKOM HaTATMBaeMoM ¢
KOHTPOJIEM TEpBOro BCKpbITUSA. (CBOOOJHOE MNPOCTPAHCTBO MOXKET OBITH 3alOJHEHHO BaTOM
MenuiuHcKod. Ha GaHKM HakJIEeMBAarOT 3TUKETKH W3 OymMard STHKETOUYHOW MM MHCYEeH, WM M3
MIOJIMMEPHBIX MAaTEPUAIIOB, CAMOKJICSIIUECS.

Bmopuunas ynaxkoska nekapcmeenno2o npenapama

ITo 1, 2, 3, 5 wuin 10 KOHTYpPHBIX SYEUKOBBIX YIIAaKOBOK BMECTE ¢ MHCTPYKIMEHN IO MPUMEHEHUIO
NOMEIIAI0T B MAyKy M3 KapTOHa Juid MoTpeOuTenbckoi Tapbl. Ha mauky MokeT ObITh HakieeHa

CaMOKJICAIasaCs OTUKETKA C MapKHpOBKOﬁ us3 6}/MaFI/I 3TUKETOYHOMN WU HHC‘-IGfI, HJIN U3 NOJIUMCPHBIX
16



MmaTepuaioB. [lauku moMeniaioT B rpyImnoByo

COOTBETCTBYET QRCHEFTHOMY QTYETY

ot 30.10.2024 Ne 23915
NedOBATENBHOCTE

L

YHaKOBKY[ ()

i
TR
I

I[Io 1 Ganke BMecTe C MHCTPYKIMEH MO MPUMEHEHHIO IOMEHIAI0T B MayKy M3 KapTOHA JUIA

noTpeOuTEeNnsCKOM Tapsl. Ha mauky MosxeT ObITh HaKJIeeHA CAMOKJICSIIAsCS STUKETKA C MAPKUPOBKOM

nu3 6}7MaFI/I STUKETOUYHON HIIH HHC‘ICFI, WKW U3 IOJIMMEPHBIX MaTCpHaJIOB. Ilaukn momemniaroT B

IPYHIOBYIO YIAKOBKY.

YciaoBust XxpaHeHUs
IIpu Temnepatype He Boite 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rognocTu

2 roma

He IIPUMCHATD 110 HCTCUCHHUU CPOKA I'OAHOCTH.

YcaoBus ornycka

OTmycKaroT 1o peLenty.

Baagenen PErUCTPAIIMOHHOIO YIOCTOBEPECHUSA

Poccniickas @enepanns

000 «PapmacunTe3-TIOMEHBY

625059, Tromenckas o0i., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2

Ten.: 8 (345) 239-38-56

Anpec snekTpoHHOM mouThl: info-pst@pharmasyntez.com

IIpousBoauTenn
Poccniickas @enepanns

000 «PapmacuHTe3-TIOMEHbY

TromeHckas 007., T. TroMeHb, TpakT Benmxanckuit 7 km, 1. 2

Opranusanusi, NPUHUMAOLIAsS NIPETEH3UH NOTpeduTe el

Poccuiickas @enepanus

000 «PapmacunTe3-TIOMEHB

625059, Tromenckas o0i., T. TroMeHs, TpakT Bemmkanckuit 7 kM, 1. 2
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COOTBETCTBYET 3KCMNEPTHOMY OTYETY
ot 30.10.2024 Ne 23915
Ten.: 8-800-100-15-50 (NOCNEOOBATENBHOCTL 0003)

Anpec snekTpoHHOM nouThl: info-pst@pharmasyntez.com
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