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OBIIAA XAPAKTEPUCTHUKA JIE KAPCTB

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITIPEITAPATA
CITMPOHOJIAKTOH, 50 mr, kancysl
CIIMPOHOJIAKTOH, 100 mr, kancymibl

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIA COCTAB
JlelicTByro11€€ BEMIECTBO: CIIUPOHOJIAKTOH

CIIMPOHOJIAKTOH., 50 mr, xancyJisl

Kaxnas karcyina conepkut S0 M CHUPOHOJIAKTOHA.
BcnoMorarenbHbie BeleCTBa, HAJIWYUE KOTOPHIX HAJ0 YYHUTHIBATH B COCTaBe
JIEKapCTBEHHOTO Mpernapara: 1akto3sl MoHoruapat — 130,0 mr (cm. paznen 4.3, 4.4).

CIIMPOHOJIAKTOH, 100 mMr, kancyJisl

Kaxnas kancyna cogepxkut 100 Mr cnupoHOJIaKTOHA.
BcnoMorarenbHble BEIIECTBA, HAJIWYUE KOTOPBIX HAJA0 YYHUTHIBATH B COCTaBE
JIEKapCTBEHHOTO MTperapara; JJakTo3bl MoHoruapat — 260,0 mr (cM. paznen 4.3, 4.4).

ITonHbIN MEpedYeHb BCIIOMOTaTENIbHBIX BEIIECTB MPUBEEH B pazfene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Karcyibl.

CIIMPOHOJIAKTOH, 50 Mr xarcyJibl

TBepaplie sxenatnHoBbIe Karcyisl Ne 0, 6emmoro 1ieera. ConeprumMoe Karcys — oenas
WM TTOYTH Oerasi ¢ KpeMOBBIM OTTCHKOM IIBETa CMECh IMOPOIITKA M IpaHyJl, IIOYTH
0e3 3amaxa WiM co CcJIa0bIM CIIeU(PUIECKUM 3aaxoM.

CIIMPOHOJIAKTOH., 100 mr, karncyabl

TBepable xenatuHoBbIe Karcybl Ne 0, 6emoro nisera. Conepxumoe Karcyi — oenas
WIA TIOYTH Oenasi ¢ KPeMOBBIM OTTEHKOM I[BETa CMECh MOPOILKA U TPpaHyJl, OUTH
0e3 3amaxa Win co c1adbIM ceU(UYECKUM 3aaXOM.

4. KIMHUYECKUE JAHHBIE

4.1 Iloka3aHusA K NPUMEHEHUI0



CIIMPOHOJIAKTOH mnoka3as k INPUMCHCHHUTO Y B3pPOCHbIX T ACTCH B BO3PACTC OT
3 NeT A1 JICUCHHUS:
® XPOHUYECKOU CEpACYHON HEAOCTATOUHOCTH:
- OTEKOB IPU XPOHUYECKOHN CEPJIEYHON HETOCTATOUHOCTH (B MOHOTEpANUU U
B COCTaBE€ KOMOMHUPOBAHHOW Teparum);
- TSDKEJIOM XpOHWYECKOH cepaeuHoil HepocrarouHoctu (kmace II-1V mo
kiaccudukarmu Hero-Mopkckoit kapauonornueckoii acconuaruu (NYHA) n
dpakiust BEIOpoca 1eBoro xenynouka < 35 %) B JOMOJHEHHE K CTaHAAPTHOU
Teparuu JJisi CHUKEHUSI CMEPTHOCTH U TOTPEOHOCTH B TOCIIUTAIIM3AIUAX 10
MOBOZY XPOHUYECKOW CEpJCUYHON HEJOCTATOUHOCTH;
® apTepUANbHOM THUIEPTEH3UH (B COCTaBE KOMOMHUPOBAHHOW TEpaInH,
MPEUMYIIIECTBEHHO MPU TMIOKATUEMUN );
® [MPpPO3a MEUECHU, COMTPOBOKAAIONIECTOCS ACIIUTOM U/WIIA OTEKaMU;
® HedpOTHUECKOro CUHAPOMA, COITPOBOKIAIONIETOCS OTEKAMH;
® JMAarHOCTUKHU U JICUCHUS TEPBUYHOTO THUMEPATBIOCTEPOHU3MA (CHHApOMA
Konna);
® TUINOKAIUEMUHU:
- JIEYEHUS TUMOKAIHMEeMHH TpU HEIPPEKTUBHOCTH WM HEBO3MOXKHOCTH
MPUMEHEHUS APYTUX CIIOCOOOB KOPPEKIIUU COACPKAHUS KAJIUs B KPOBH,
- TPO(PUIIAKTUKY TUMIOKATMEMUN Y MAIlMEHTOB, TPUHUMAIONTUX CEPJICUHBIC
[JIMKO3UJIBI, TIpU HEIPDEKTUBHOCTH WU HEBO3MOXKHOCTU TMPUMEHEHUS
JIPYTUX CIIOCOO0B KOPPEKIIUU COACPIKAHUS KAJIUSI B KPOBH.
4.2 Pe:kuMm 103MPOBAHMS U CIIOCOO MPUMEHEHUS

PexxuMm no3upoBaHus

Jlnst oGecriedeHusT yKa3aHHBIX HIDKE PEKUMOB JO3UPOBAHUS MPU HEOOXOAMMOCTH
MIPUMEHEHUS CTUPOHOJIAKTOHA B J103€ 25 MT CJie/lyeT Ha3HauaTh MpernapaThl IpyTrux
MPOU3BOAMTENICH B JIEKAPCTBEHHOW (opMe «TabNeTKu» WIH «KarcCyJbh» B
JIO3UPOBKE 25 MT.

XpOHM'—l@CKCl}Z cepaetmaﬂ HeO0OCmamoyHoCmb



Jleuenue omexos npu XDOHI/HGCK‘OIZ cepdwnuﬁ mfauunumu'-tnuunu

HauanpHas 1o03a cniupoHosiaktoHa coctasisier 100 mr B cyTku (B 1 unu 2 mpuema).
B TspkenpIx ciayyasx mpu HEIOCTaTO4HOM 3¢ (EeKTUBHOCTH J103a MpernapaTa MOXKET
OBITh MOCTENEHHO YBEIUYEHA JI0 MAaKCUMAaJIbHON CyTOYHOMU /103561 200 M.
[TopnepxuBaromas /103a CHUPOHOJIAKTOHA MOAOMPAETCS HWHAMBUAYAJIBHO U
coctaBisier oT 25 g0 200 mr B cytku (B 1 mnmm 2 mpuema). [Ipemapar moxer
MPUMEHSATHCA OJIHOBPEMEHHO C JUYPETHKOM, JEHCTBYIOUIUM B MPOKCUMAIHLHOM
OTJIeJI€ TMOYEYHOTO KaHaiblla. B 3TOM cilyyae A03y CHUPOHOJIAKTOHA CIEAYET
CKOPPEKTHPOBATb.

Jleuenue xponuuecxkou cepoeunou Heoocmamouynocmu (kracc M-IV no

knaccuuxauuu  Hovro-UHopkexou  kapouonozuueckon accouuauuu (NYHA) u

dpakuus 8blbpoca 16020 dHcenyoouka < 35 %) 6 dononHenue Kk CmaHOApPMHOU

mepanuu

JIsi ManMeHToB € CoJepKaHUEM Kajusi B CHIBOPOTKE KpoBH < 5,0 MMOIB/1 U
KOHIICHTpAaIMel KpeaTHHUHA B CHIBOPOTKE KpoBH < 220 MKMOJIB/1T (< 2,5 Mr/11) Ha
(dboHe cTaHAapTHOW Tepanuu HayajdbHas J103a CIIUPOHOJIAKTOHA COCTAaBJIAET 25 Mr
OJIMH pa3 B CyTKH. [[J1s1 mariueHToB ¢ XOpOoUIel NEPEHOCUMOCTBIO Ipernapara B J03€
25 M B CyTKHU NPH HATUYUHU KIMHUYECKUX OKA3aHUM J103a CIUPOHOJIAKTOHA MOYKET
ObITh yBenmuueHa A0 50 Mr B cyTku. [[s manueHToB ¢ MI0X0H MepeHOCUMOCTHIO
Tepanuu CIIUPOHOJIAKTOHOM B J1I03€ 25 MI/CYTKU WM TIPU Pa3BUTHUU TUTIEPKATIUEMUN
71032 Mpernapara MOKeT ObITh CHUYKEHA 110 25 Mr 1 pa3 B 2 aHsl.

Apmepuanvuas cunepmensus

Pekomennyemas HaudalbHas /1032 CHUPOHOJIAKTOHA TP  OJHOBPEMEHHOM
NPUMEHEHUU C IPYTUMHU TMIIOTEH3UBHBIMHU MpPENapaTaMu COCTABISAET 25 MT B CYyTKHU.
Ecnu ciycts 2-4 Heaeny apTepralibHOE JABJIEHUE HE IOCTUTAET LIEJIEBBIX 3HAYEHUH,
J03a Tpernapara MOXKeT ObITh yBenuueHa B 2 pasza. [logaepxuBaromiasi 103a
CIIUPOHOJIAKTOHA cocTaBiigeT OT 25 10 100 Mr B CyTKH. YBeIUYEHHE CYyTOUYHOM J103bI
cnupoHoJakToHa ;10 6oiee 100 Mr He IPUBOIUT K YCUIICHUIO aHTUTUIIEPTEH3UBHOTO

JEUCTBUSI.



(NOCTNEOOBA

Y nmamueHToB ¢ apTCpI/IaJIBHOﬁ FI/IHCpTCHsncﬁ, monyHaromuX TIpCapaThl, KOTOPBIC
MOTYT  BbI3BaThb  pa3BUTHE  TUINEPKATUEMUU  (Hampumep,  HUHTUOUTOPHI
aHruoTeHsuHNpeBpaiaomero gepmenta (AIID) unm aHTaroHUCTHI PELIENITOPOB
auruoteHsuHa Il (APA Il)), no Hayama mpuUMEHEHHUs CIHUPOHOJIAKTOHA CIICTyeT
OLICHUTH COJIEpKAHUE Kallusl W KpeaTMHHWHA B CBHIBOPOTKE KpoBu. He cremyer
Ha3HAuaTh CHUPOHOJIAKTOH IMallUEHTaM, Yy KOTOPBIX COJAEp)KaHWE Kaausi B
CBIBOPOTKE KPOBH MpeBbIIaeT 5,0 MMOIB/T U (WIIM) KOHIEHTpALMs KpeaTUHUHA B
CBIBOPOTKE KpOBHU TpeBblaeT 220 Mkmoib/n (2,5 mr/nn). B Tedenue nepsbix 3
MECAIIEB TMOCJe Hayaja MpHUeMa CIHUPOHOJAKTOHA TPeOyeTcss 4acThlii KOHTPOJb
COJICp>KaHMs Kallisl U KpeaTUHHUHA B KPOBHU.

Lluppo3s neuenu, conpogodrcoalowuiicsa acyumom u/uiyu omexamu

Ecnu cooTHolleHne KOHIEHTpalud WoHOB Hatpus u kamus (Na'/K') B moue
npesbimaet 1,0, pekomenayemas no3a npenapara cocrasisier 100 mr B cytku. Eciun
cootromenre Na*/K* B moue menpiie 1,0 pekoMenayemast 103a CIIUPOHOJIAKTOHA
coctaBisier or 200 mo 400 mr B cyrtku. llomnepxuBaromas [o3a I0JHKHA
OMPENENATHCS UHINBUAYAIBHO JIJIS1 KAKIOTO Mal[ueHTa.

Hegpomuueckuti cunopom, conposodicoaromuiicst omexkamu

Pexomenayemas no3a mpemapara cocrtasisier or 100 mo 200 mMr B CyTKH.
CnupoHONAaKTOH HE 00J1alaeT MNPOTHBOBOCHAIMTEIBHBIM JCHCTBUEM U HE
OKa3bIBACT BJIMAHUS Ha OCHOBHOM TNATOJIOTUYECKUU Tipouecc. [IpumeHeHnune
npernapara peKOMEHJyeTCsl TOJIbKO B T€X CllydasiX, KOrja JI€YeHHE OCHOBHOIO
3a00JIeBaHUs, OTPAHUYCHHUE KUJIKOCTH W HATPHs, a TAKXKe NMPUMEHEHHE NPYTUX
JUYPETUKOB HETOCTATOUHO 3(P(HEKTUBHBI.

Juacnocmuka u neuenue nepsuunoco eunepaiboocmeporuzma (cunopom Konna)

Juacnocmuxa

1) AnuTenbHBIN TECT: CHMPOHOJIAKTOH Ha3HavyatoT B 103¢ 400 MI B CYTKH B TEUEHUE
3-4 wenenb. llpu MOCTMXKEHHHM KOPPEKIIMM THUIOKAIUEMHH € apTepUATBHOU

TUINICPTCH3NU MOXKHO IIPCAIIOJIaratb HAJIMYMUEC IICPBUIHOTO THUIICPAIIbAOCTCPOHHU3MA.



(MOCNEOOBATENBHOCTE 0004)

2) KOpOTKI/Iﬁ TECT: CIIMPOHOJIAKTOH HA3HAYATOT B-A03C 400-mTB CYTKH B LCﬂcnﬁc 4
nHe. [Ipu yBennueHnn coneprkaHus Kaius B CBIBOPOTKE KPOBU BO BpeMsI ITpueMa
CIIMPOHOJIAKTOHA M CHUKEHUH IIOCJIE €r0 OTMEHBI MOKHO IPEIOIaraTb HaIu4ue
MIEPBUYHOIO TMIIEPATIbIOCTEPOHU3MA.

Jleuenue

[Ipy NOArOTOBKE K XUPYPTrUUECKOMY JIEUEHUIO CIUPOHOJIAKTOH IMTPUMEHSIIOT B 103aX
ot 100 10 400 Mr B CyTKH.

Ecnm omepanpst He TmOKas3aHa, CHIHPOHOJNAKTOH MOXKET NPUMEHATBCA IS
JUTUTEIIbHON TO/JIEpKUBAIOIIEH Tepanuu B HauMeHbIIew 3¢ dekTuBHON n03e. B
ATOM CJIy4yae HAYaJIbHYIO 103y Ipernapara cieAyeT yMEHbIIaTh Kaxapie 14 naen no
JOCTH)KEHHSI HauMeHblled 3((EeKTUBHON 103bl. ISl CHUXKEHUS BBIPAKEHHOCTU
no00YHBIX 3¢ (HEKTOB MPU JIUTETLHOM MPUMEHEHHH Mpenapar peKOMEHIyeTcCs
MPUMEHSITh B KOMOMHAIIUU C IPYTUMU TUYPETUKAMU.

T'uneprxanuemus

Pexomennyemas no3a npenapara cocrasisieT 25-100 mr B cyTku. CiipOHOIaKTOH
ClelyeT Ha3HayaTh TOJBKO B TEX CIyyasx, KOrja APYyrHe CHocoObl KOPPEKIUU
COZIEpKaHMs KaJlhsi B KpPOBU (HalmpuMmep, NMPUMEHEHUE MPENapaToB Kalvs WIH
IpYrux KanuiicOeperaromux cpeactB) Hed((EeKTUBHBI WM UX MPUMEHEHHUE
HEBO3MOXHO.

OcoOble TPVYIIIHI HAIIMEHTOB

Ilayuenmul nodxxcunozo eo3pacma

JleueHue mpemapaToM pEKOMEHIYETCsl HauWHaTh C HauMEHbIIEeH 03Bl C
MOCTETIEHHBIM €€ YBEIMYEHUEM [0 IOCTHKEHHS MaKCHMAaJbHOTO KEJIaeMOTO
adpdekra. Cnemyer coOM0aaTh OCTOPONKHOCTH Y TAIMEHTOB C HapyIICHUEM
(GYHKIIUM MTOYEK JIETKOW U YMEPEHHOM CTENEHU U ¢ HapylleHneM (QyHKIUHU TIeUYEHH,
KOTOpbIE MOTYT BIIUATh Ha META0OJU3M M DKCKPEIHIO CIUpoHOJIakToHA. Kpome
TOTO, TIPY IPUMEHEHUH TIpernapara y MOKIIbIX MAllUEHTOB CJIeIyeT TPUHUMAThH BO
BHUMAaHHE PUCK Pa3BUTHUS THIIEpPKAIUEMHH (CM. pa3aen 4.4).

€Tu



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.04.2025 N= 10855

(MOCNEQOBATENEHOCTE 0004)

I[JISI I[CTCﬁ cTapuic 3 JeT HaYaJbHasd A03a CTIMPOHOITaRTOHa COCTaBIACT 3w/t
MacCCHI T€JIa B CYTKH (B 2-4 HpI/IGMa). HpI/I IIPOBCACHNHU l'IOI[I[ep}KHBa}OHleﬁ TCpaIIuu
Wi 1npu OJHOBPCMCHHOM IIPUMCHCHHHU C JAPYIrHMH JUYPCTUKAMH 10034
CIIMPOHOJIAKTOHA JOJIXKHBI OBITH CHM KEHA a0 1-2 Mr/Kr Maccel Tejia B CYTKHU.

Croocob npuMeHeHus

BuyTtps, nocne enpl. [lpreM CyTOUYHOM O3Bl WKW MEPBOM YACTH CYTOUYHOM HO3bI
npenapara peKOMEHIYETCs YTPOM.

4.3 IlpoTuBONOKA3aHUS

- TUIIEPYYBCTBUTEIBHOCTD K CIIMPOHOIAKTOHY MJIH K JJF0OOMY U3 BCIIOMOTaTeNIbHbIX
BEIIECTB, IEPEUMCIICHHBIX B pa3jene 6.1;

- 00Je3Hb AJINCOHA;

- TUMIEpKaTUEMUS;

- TUIIOHATPUEMUS;

- TsDKeJash MOuYevyHasi HEeIOCTaTOYHOCTh (CKOPOCTh KIyOOUKOBOHM (DUIIbTpaluu
(CK®) menee 10 mu/mun/1,73 m?);

- OCTpas MoYeYHasi HeI0OCTaTOYHOCTb;

- aHypHS;

- XpoHHUUECKas cepedHas HeqoctarouHocTh mpu CK® < 30 mu/mun/1,73 M2 u (un)
KOHIIEHTpAIIMU KPEaTUHUHA B CBIBOPOTKE KpoBU Oosee 220 MKMOIb/ 11 (> 2,5 Mr/mn);
- COBMECTHOE IPUMEHEHHUE C SIUICPEHOHOM WM APYTUMHU KajuiicOeperaromumMu
TUYpPETUKAMU;

- OEpeMEHHOCTD;

- IEpUOJI TPYTHOTO BCKAPMITUBAHUS,

- ICTCKHIA BO3pACT J10 3 JieT (TBep/as JiekapcTBeHHas popma)

- penkas HacJeICTBEHHAas HEMEPEeHOCUMOCTb TalakTO3bl, ACPUIMUT JIAKTas3bl,
CUHAPOM TJIFOKO30-TaTaKTO3HON ManbaOcopOuuu (mpemnapar COIEPKHUT JAKTO3bI
MOHOTHAPAT).

4.4 Oco0ble yKa3aHUSI M1 MepbI NPEAOCTOPOKHOCTH NMPHU MPUMEHEHUH

C OCTOPOKHOCTHIO




- TUIIEpKaIbIUEMUS;

- MeTa0O0IMYECKUH aIua03;
- aTPUOBEHTPUKYJISIpHAst O10Ka1a (TUIIepKaIMeMuUsl CIIOCOOCTBYET €€ YCUIICHHUIO);

- IOYEYHas HEOCTATOYHOCTB;

- caxapHbli quabeT (y MAIMEHTOB C MOATBEPXKICHHONH XPOHWYECKOW MOYCHHOM
HEJIOCTaTOYHOCTBIO WITH TOJ03PSHUEM Ha Hee);

- nnabetndeckas HedponaTus;

- OJHOBPEMEHHBIM  MpUEM  JIEKAPCTBEHHBIA  CPEACTB,  BBI3BIBAIOIIUX
TUIEPKATHNEMMUIO;

- MECTHASA U 00II[asi aHECTE3US,

- OXKUJION BO3PACT;

- IEYEHOYHAs] HEJTOCTaTOYHOCTB;

- IUPPO3 MEUECHH;

- nopdupus.

Boowno-snexmponummusie napyuienus

[Ipu nprMeHEeHNH CIUPOHOJIAKTOHA Y MAI[UEHTOB C HAPYIICHUSAMU (YHKIHUH ITOYEK
U TEYEeHM, a TAKXKE Yy MalUMEHTOB MOXWJIOIO BO3pacTa HEOOXOAMM PpEryJIspHbBIN
KOHTPOJIb MTOKa3aTesiel 31EKTPOJIUTOB CHIBOPOTKU KPOBU M (PYHKLIMHU MTOYEK.

C 0co060if OCTOPOKHOCTBIO CJIEYEeT NPUMEHATh CHUPOHOJAKTOH y MalMeHTOB,
OCHOBHOE 3a00JIeBaHNE KOTOPBIX MOKET MPOBOLMPOBATH PA3BUTHE AllU103a W/WIIH
runepkaiieMu (B TOM 4MCIIe Y NalMEeHTOB € JMa0eTUYECKON HedponaTuew,
KOTOPBIE UMEIOT MOBBIIIEHHBIA PUCK PA3BUTHS TMIIEPKATIUEMUN ).

OnHOBpeMEHHOE NMPUMEHEHHE CIUPOHOJIAKTOHA C MpernapaTtaMy, BbI3bIBAIOLIIUMU
TUIepKAIUEMUIO (Hampumep, Apyrue Kaauicoeperaronye InypeTuKu, MHTHOUTOPbI
AII®D, anTaronucTtsl pernentopoB aHruoTeHswHa |l, GrokaTopsl ampaocTepoHa,
refnapyuH, HU3KOMOJIEKYJISIpPHbIE TelapuHbl, MpernapaThl Kalus), Ooratas Kajuem
JMeTa, ynorpebiieHue KajauilcoJep Kallux 3aMEHUTEIeH COJIM MOXKET MPHUBECTH K

Pa3BUTHUIO TSKEJION TUIICPKAJIINCMHUU.



[ToMuMO rUTIEpKAIMEMUH, CIUPOHOJIAK
THIIOMarHUEMHUI0,  THMOKAJIBIUEMHUIO,  THUMOXJOPEMHYCCKHA  alKaio3 |
TUMEPTIIMKEMHUIO.

[Ipy mpuMEHEHWH CIHPOHOJIAKTOHA MOXXET BO3HHKHYTH OECCHMMTOMHAas
TUIEPYPUKEMHUSI U PEIKO — 000CTPEHNE TOIarPhI.

[Ipuem cHOUpOHONIAKTOHA MOXET BBI3BATh TPAH3UTOPHOE TOBBIIICHHE a30Ta
MOYEBHHBI B KPOBH, 0COOCHHO Ha (DOHE MMEIOIErocs HApyIIeHHUs (PyHKIIUU TTOYEK.
CrenyeT nepruoIu4ecKy KOHTPOJIUPOBATH COACPKAHHIE AIEKTPOJIIMTOB B CHIBOPOTKE
KpPOBHU, MOUEBOW KUCIIOTHI U TJIFOKO3bI B KPOBH.

T'unepxanuemus y nayueHmos ¢ XxpoHuuecKkol cepoeyHol HedoCmamo4HoCmbio

VY manMeHToB ¢ XpPOHMUYECKOW cepneuHoil HemoctaroyHocThio |I-1V kiacca mo
kinaccudukanmn NYHA runepkaamemMuss MOXET MPUBECTH K CMEPTEIbHOMY
ucxony. Kputudeckn BaKHO KOHTPOJHPOBATH M KOPPEKTHPOBATH COJEP)KaHUE
KaJlig y TAIMEHTOB C TSDKEJION CepACYHON HEIOCTATOYHOCTHIO, MOTYYaoIIUX
CIUPOHONIAKTOH. He criemyeT npuMeHsTh MpenapaT COBMECTHO C JAPYTHUMH
KanuiicOeperalomuMn  TUypeTUKaMu. Y TAIMeHTOB C COACpXAaHHEeM Kaius B
CBIBOPOTKE KPOBH BBIIIE 3,5 MMOJIB/J MMPOTUBOINOKA3aHO MTPUMEHEHUE MPEnapaToB
kanusi. PekomeHnyemasi 4acToTa MOHUTOPUHTA COACPIKAHMSI Kallisl U KpeaTHHUHA —
yepe3 HeNeN TMOcie Hayaja IMpueMa MpernapaTta WM YBEIWYEHUS J103bI
CIMPOHOJIAKTOHA, €XEMECSYHO B TEUEHUE TNEpBBIX 3  MeECSleB, 3aTeM
©KEeKBapTaJIbHO B TEUYEHHE Toja, MOcie 4Yero — Kaxaele 6 wmecsmes. [lpu
COJICp)KaHUM Kajusi B CHIBOPOTKE KPOBU OOJBINE 5 MMOJB/JI WIM KpeaTHHHHA
oomnbiie 350 MKMOJB/T (4 MI/i) cieayeT BPEMEHHO WUIU MOJHOCTBIO MPEKPATUTh
MpUeM CIIUPOHOIAKTOHA (CM. pasnen 4.2).

I'unepxnopemuueckuii memabonudeckutl ayuoo3s

CrnupoHOJNIAKTOH ~ MOXXET  BBI3BaTh  OOpPAaTHMBI  THIEPXJIOPEMUYECKUI
METa0OIMYECKUNA alu103, OOBIYHO B COYETAHWH C TUTIEPKATHUEMUEH Y HEKOTOPHIX
MAIMEHTOB C JCKOMIICHCUPOBAHHBIM ITUPPO30M TII€UEHHU, JaXe MPU HATUINU

HOpMalIbHOM  ¢QyHKUMKM T1ouek. Crenyer coOmoAaTh OCTOPOKHOCTh —IPHU




MIPUMEHEHUU Tpernapara y NalueHTOB C
GyHKIMY TIEYeHH, TaK KaK MHTEHCHBHAsE MOUETOHHAS TepaIusi MOKET MPUBECTH K
Pa3BUTHIO TICYCHOYHOU HIIe(paIOnaTHH.

T'unexomacmus

CnupoHOIAaKTOH MOKET BhI3BaTh T'MHEKOMACTHIO. B KIIMHUYECKOM HCCIIEI0BAaHUU
RALES cpeau mamueHTOB C XPOHMYECKOW CEpJeYHON HEIOCTaTOYHOCTHIO,
MOJTY4YaBIINX CIMPOHOJAKTOH B CPEIHEN 03¢ 26 MI' OJIUH pa3 B CYTKH, IPUMEPHO
y 10 % MyX4uH pa3BUiach TMHEKOMAcTHUsl. PUCK TMHEKOMAacTUM YBEJIUYHMBACTCS
MPONOPLUHUOHAIIBHO J03€; BpEMsI OT Havaya JICYEHUs J0 MOSABJICHUS TMHEKOMACTUU
BapbUpyeTcs OT 1-2 mecdieB A0 6oJjiee yeM OAHOro roja. ' mHeKoMacTusi OOBIYHO
oOpaTuMa IIpHu OTMEHE Ipenapara.

Jlemu

Kanuiicbeperaromnue TuypeTUKy CIeAyeT C OCTOPOKHOCThIO MPUMEHSTh Y JIETEeH C
apTepUAIIbHON TUIEPTEH3UEH U JIETKOW MOYE€YHON HENOCTATOYHOCTHIO B CBS3U C
PUCKOM Pa3BUTHS TUNIEPKATIUEMUH.

Ilpouee

Y namueHTOoB ¢ TOpPUPHUENH CIUPOHOJAKTOH CIEAYEeT MPUMEHSATH C 0COo00M
OCTOPOKHOCTBIO, MOCKOJIbKY MHOTHE TpenapaTbl CTEPOUIHONU CTPYKTYPhl MOTYT
MIPOBOLIUPOBATH 00OCTPEHHE TOPPUPHH.

Bo Bpems npuema cCiupoHOJIAKTOHA 3aIpeliaeTcs yInoTpeOIeHHe aKoroJis.
Bcnomozamenvhvie gewecmea

[Tpenapar CITMPOHOJIAKTOH conepxut nakto3sl MoHoruapar. [lamuentam c
peIKO BCTpPEYAIOIIMMKCS HACJIEICTBEHHBIMU 3a00JICBaHUSMH, TaKUMHU Kak
HEMEPEHOCUMOCTh TaJIAKTO3bl, HEIEPEHOCUMOCTD JIAKTO3bI BCJICICTBUE JepuIiuTa
JaKTa3bl WU CHHAPOM TIFOKO30-TaJaKTO3HOW MaiababcopOmuu, HE Cleayer
[IPUHUMATh JJaHHBIN JIEKaPCTBEHHBIN Mpenapar.

4.5 B3aumopaeiicTBue ¢ JPYIMMH JEeKAPCTBEHHBIMH MpenapatamMu W JApyrue

BHbI B3aMMO/IeiiCTBUA




| I'I

O,Z[HOBpGMCHHBIfI IpueM Impemapara CHHPOHO] 1.1.-uI\I1 OH : \/ APyTHMIT
KanuicOeperalommuMy  quypetukamu, wunruoutopamu All®, anTtaroHucramu
peuenTopoB aHruoreHnsuna ll, 0nokaTopamu anpaocrepoHa, npernapaTaMu Kajus, a
Takke coOJ0/IeHrne 00raTol KajaueM JUEeThl WK yHOTpeOIeHHEe KaauicoaepKaiimux
3aMEHUTENIEH COJIM MOXKET MPUBECTH K PA3BUTHIO TSHKEIION TMIIEPKATTMEMUN.
OIIEPEHOH

Onucanbl Cciayyad TSDKENOTO pa3BUTHS TUINEPKAJUEMUU TpU  MNPUMEHEHHUH
0JIOKaTOpOB AJIbJOCTEPOHA B KOMOMHALIUU CO CIUPOHOIAKTOHOM. OJTHOBPEMEHHOE
npuMenenue npemnapara CIIMPOHOJIAKTOH c¢ »smnepeHOHOM W ApyruMu
KaJniicOeperamuMy TnypeTHKaMU TPOTUBOIIOKA3aHo (CM. pa3aen 4.3).

Tpumeronpum/cviibhamMeTokcasona (KO-TPUMOKCA30.1)

[ToMuMO JE€KapCTBEHHBIX CPEJICTB, JOCTOBEPHO BBI3BIBAIOIINX THIEPKATUEMHUIO,
OJIHOBPEMEHHOE MTPUMEHEHUE KOMOUHAIIMN TPUMETONPUM/CYJib(haMeToKcaszol (Ko-
TPUMOKCA30J1) CO CHUPOHOJIAKTOHOM MOXET MPUBECTH K KIMHUYECKU 3HAUMMOU
TUTEPKATHEMUH.

OIHOBPEMEHHBIN IPUEM JTUYPETUKOB

Ycunenue nuypesa.

HNMMyHOIEIpECCAHTEI

[{UKIIOCIIOPUH U TAKPOJIMMYC MOTYT MOBBIIIATH PUCK PA3BUTHS TMIEPKAIUEMUH,
BBI3bIBAEMOM CIIMPOHOJIAKTOHOM.

KOJ'I@CTI/IDaMI/IH, AMMOHUA XJIOPHUI

MoryT TOBBIIATE PUCK PA3BUTHS THUMCPKATMEMHH € TUIEPXJIOPEMHYECKOTO
MeTa00JIMYECKOT0 allM/1034a.

TDI/ILII/IKJ'H/ILICCKI/IC AHTHACIIPCCCAHTHI U HGﬁDOHCHTHKH

MoryT ycunuBaTh aHTUTUTIEPTEH3UBHBIN A(()EKT CIUPOHOIIAKTOHA.

[ mmoTeH3uBHEIE CPEJICTBA

CHI/IpOHOHaKTOH MOTCHIUPYCT I[GﬁCTBHC T'HIIOTCH3UBHLIX IIPCIIapaTroB, 103y
KOTOpbLIX IIpH OJHOBPCMCHHOM IIpUCME CO CIHUPOHOJIAKTOHOM, BO3MOJKHO,

noTpeOyeTcsi CHU3UTh U KOPPEKTUPOBATH B TAJIbHEUIIIEM B ClTydae HEOOXOAUMOCTH.
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HOCKOHLKy I/IHFI/I6I/ITOpI>I AllD cHMXKaAIOT bblpaGUll\_y AT A0CTCPOHA, HC CIICAYCT
HCIIOJBb30BaTh IPCIiaparThl JITAaHHOM I'pynnbl COBMECTHO CO CIIMPOHOJIAKTOHOM Ha
MMOCTOSIHHOM OCHOBC, 0COOEHHO Y HNanmuCeHTOB € YCTAHOBJICHHBIM HAPYHICHHCM
(G YHKITUHU TTOYEK.

HI/ITDOFJII/IHGDI/IH, HWHBIC HUTPAThI WX Ba30AMJIATATOPHI

MoryT ycunuBaTh aHTUTUTIEPTEH3UBHBIN A(Q(DEKT CIMPOHOIAKTOHA.

AJ'IKOI‘OJ'II), 6aD6I/ITVDaTI)I HWJIW HAPKOTHYCCKHUC TTPCIIapaThI

MOF}IT IMOTCHUOUPOBATL CBA3AHHYIO CO CIIMPOHOJAKTOHOM OPTOCTATHYCCKYIO
T'HIIOTCH3HIO.

[Ipeccopuble aMUHBI (HOp OUHEDPUH)

CnHUpOHONIAKTOH CHWXXAET COCYAMCThIE peakuuu Ha HopanuHedpuH. Ilo sToii
IPUYUHE CIIEeyeT COOII01aTh OCTOPOKHOCTD P MPOBEIEHUN MECTHOM MK 0011IeH
aHECTE3UH y MaIlMEHTOB, IPUHUMAIOIINX CIUPOHOIAKTOH.

Hecrepoumaasle nmportrBoBocnanuTeapabie npenapartsl (HITBIT)

Y Hekoropeix nauueHToB mpuem HIIBII moxer cHuxaTe IuypeTHUECKH,
HAaTPUNYPETUUECKU u AHTUTUIIEPTEH3UBHBIN 3¢ dexTrI IIETJIEBBIX,
Kanuiicoeperamux U THA3UAHBIX AUYpPeTHKOB. OJHOBpEMEHHOE NPHUMEHEHHE
HIIBII (HanpuMep, alie TUIICATUITMIOBOM KMCJIOTHI, MUHJIOMETallHA U Me(peHaMOBOM
KHUCJIOTBI) C KaJluicOeperammuMy TUypeTUKaMU MOXKET MPHUBECTH K Pa3BUTHIO
TSOKEJION runepkaiveMud. Takum o00pa3oMm, IpU OAHOBPEMEHHOM IpHUEME
ciupoHosaktoHa ¢ HIIBII cnegyer TimiarenbHO KOHTPOIMPOBATH COCTOSIHUE
NaIeHTa Ha IPeaIMeT TOCTHXKEHUS skenaeMoro 3¢ (eKkTa MOUerOHHOTO Tpernapara.

[ JIIOKOKOPTUKOCTEPOUIBI, aAPEHOKOPTUKOTPOIHEIN ropMoH (AKTT)

MoxeT YBCINYUBATLECA CKOPOCTb BBIBECACHUSA IJICKTPOJIIMTOB, B HAaCTHOCTH, MOXKET
Ha6J'IIOI[aTI)C$I THUITOKAJINCMMUS.

EI/IFOKCI/IH

CHI/IpOHOHaKTOH MOKCT YBCIWYNBATHL IICPHUOA ITOJIYBBIBCACHHUA IOUTOKCHHA, YTO
MOXKCT NPUBCCTU K YBCIIMYCHUIO KOHICHTPAIUN AUTOKCHHA B ChIBOPOTKE KPOBU U,

KakK CJICACTBUC, YCUIICHHIO €TI0 TOKCUYHOCTH. HpI/I IMPUEME CITMPOHOJJIAKTOHA MOXKET
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(NOCTNEOOBA

HOTpe6OBaTBCSI CHMXXCHHUC JO3bl AUT'OKCHUHA. CJlC/J,yCL TTHaTCAHO KOATPOINPOBATH
COCTOAHMEC IIallMCHTaA I IIPCAOTBpallCHUA IICPCAO3UPOBKH OUIOKCHMHA HIIH
HeHOCTaTOqHOﬁ JUTUTAJIN3allun.

AHTUNIMPUH

CrnupoHOJIAKTOH YCKOPSET METa00IM3M aHTUITUPHHA.

[Ipenapatsl IUTUS

Kak mnpaBwio, mpenaparsl JINTHA HE CIEAYEeT IPUMEHATH COBMECTHO C
IUypeTUKamMu. J{nypeTuKku CHIXKAIOT MOYEYHBIA KIIMPEHC JINTUS U TOBBIIIAIOT PUCK
Pa3BUTHSA TOKCUYECKHUX 3(P(PEKTOB NPErnapaToB JIUTHUS.

Kap6eHoKkcoJI0H

MoxeT BBI3BIBATH 3aJEPKKy HATpUsi B OpraHuU3ME€ U, Kak CIIEJICTBUE, CHUXKATh
sbdexTuBHOCT,  cnupoHonakToHa. Crnemyer  u30eraTb  OJIHOBPEMEHHOTO
PUMEHEHUSI KAPOEHOKCOJIOHA ¥ CIIMPOHOJIAKTOHA.

Kapbamaszenuu

IIpy ONHOBPEMEHHOM NPUMEHEHUHM C JUYPETUKAMHU MpPEnapaT MOXKET BbI3BATh
KJIMHUYECKU 3HAYMMYIO TUIIOHATPUEMHIO.

FeHaDI/IH, HHU3KOMOJICKYJIIPHBIC I'CTIAPHUHBI

OI[HOBpCMeHHOC IMPUMCHCHUEC CO CIIMPOHOJAKTOHOM MOXKCET IIPUBECTU K TSHKEITION
THIICPKAJINCMUU.

IIpon3BOIHEIE KYMapHHa

CnupoHOJIaKTOH CHIDKAET 3P (DEKTUBHOCTH JaHHOM TPYIIIBI IpenapaToB.

Anagoru 'HPI” (roHa0ATPONUH-PUIIM3UHT TOPMOHA) — TPUIITOPEIINH, OYVCEPEIINH,

IroOHa0pCJINH

COupoHOIaKTOH MOKET YCUIIMBATh JieiicTBUE aHaimoroB ['HPT.

BrnusiHue Ha pe3yibTaThl 1a00pATOPHBIX MCCIETOBAHUM

B nutepaType onmcaHO HECKOJBKO CIIydaeB BIUSHUS CHUPOHOJAKTOHA WJIM €rO0
MeTaboIMTOB HA MOKa3aTeNlb KOHIEHTPAMU TUTOKCUHA, ONPE/ICJICHHBI METOI0M
pPaAMOMMMYHHOIO aHain3a. KnuHuyeckas 3Ha4MMOCTh JAHHOTO B3aMMOJEHCTBUS

ITIOKa HCACHA.
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(MOCNELOBATENBHOCTS 0004)

HpI/I q)ﬂyopI/IMeTpI/I‘IGCKOM AHAJIN3C CIIMPOHOITAKTOH MOKCT BIMATH Ha PC3YIbTat
aHaJIM3a COJIePKAHUS COSUHEHUN C aHAJIOTUYHBIMU TTapaMeTpaMu (PIyOpeCIICHIINH
(Hampumep, KOPTU30J, SITUHEPPUH).

4.6 PepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTAIUSA

bepeMeHHOCTE

CnupoHOJAaKTOH  00JajaeT aHTUAHJAPOTCHHBIM A(PGEKTOM y  YeJIOBEKa.
CnupoHOJIAKTOH M €ro MeTabOoJUThl MPOHMUKAIOT uyepe3 IUIalleHTapHBIM Oapbep.
[IpuMeHeHue CIUPOHOJIAKTOHA TTPU OEPEMEHHOCTH MTPOTUBOIIOKA3aHO.

JlakTanus

MeTaboauThl  COUPOHOJIAKTOHA MPOHUKAIOT B TIpyaHoe Mojoko. [lpu
HEOOXOIMMOCTH NMPUMEHEHHUS CIIUPOHOIAKTOHA TPYIHOE BCKAPMJIMBAHUE CIICTYET
MIPEKPATUTh U TICPEHTH Ha aJbTePHATUBHBIC METOIBI KOPMJICHUS peOCHKA.

47 Bausinue Ha CHOCOOHOCTH YNPABJSATH TPAHCHOPTHBIMH CpPeICTBAMHU U
padorarb ¢ MEXaHU3MOM

Y HEKOTOpBIX IMMaIMEHTOB HAOIIOJATUCh COHJIMBOCTh W TOJIOBOKPYXKEHUE IpHU
MPUMEHEHUH CITIUPOHOJIAKTOHA.

4.8 HexenareibHbIE peaKkMu

Pesrome HeXelnaTeIbHBIX DEAKITUN

HexenatenbHble peakuuu HaumbOojee 4YacTo OOYCIOBICHbI KOHKYPEHTHBIM
AHTaroHW3MOM CIUPOHOJIAKTOHA B OTHOIIEHUU alIbJIOCTEPOHA (YTO TPHUBOJIUT K
YCUWJICHHIO OKCKpELMH Kajusl), a TakXke aHTUAHJAPOreHHbIM 3(PdeKToM
cnupoHoJakToHa. OOBIYHO TMOCJEe MPEeKpalleHUs] MpUeMa CIHUPOHOJIAKTOHA
HexenaresbHble 3P(EeKThl HCUE3ALOT.

YacTtoTa BOZHUKHOBEHUS HEXKENATEIbHBIX JICKAPCTBEHHBIX PEaKIIMid ONpeiesicHa B
cooTBeTCcTBUHM ¢ Kiaccupukarmeit BO3: ouens wacto (> 1/10), wacro (> 1/100, o <
1/10), vewacto (= 1/1 000, Ho < 1/100), peaxo (= 1/10 000, Ho < 1/1 000), oueHb
penko (< 1/10 000), yacrora Heus3BecTHa (HA OCHOBAHMHM HMMECIOIIUXCS JaHHBIX
OLICHUTh HEBO3MOYHO).

Hapywenus co cmoponst Kposu u tumM@phamuueckor cCucmemvi:
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.04.2025 N= 10855

(NOCNEOCBATENEHOCTE 0004)

OUYEHb PEKO — arpaHyJIOLUTO3, TPOMOOIATOTICHYIS, JO3MHOPTII:

Hapywenus co cmoponst ummynHot cucmempi:

PEAKO — TUIEPYYBCTBUTEIBHOCTD.

OHOOKPUHHbLE HAPYUEHUSL

OYEHb PEAKO — TUPCYTHU3M.

Hapywenus memabonruzma u numanus:

OUYEHb YaCTO — rurnepkagueMus (y malueHToB ¢ MOYEYHOU HETOCTATOUYHOCTBIO U Y
NAlMEHTOB, OJJHOBPEMEHHO MOTYYaAIOIINX MPEnapaThl Kaus);

4acTo — rurnepkaiveMus (y MOXKWJIBIX MalMeHTOB, MPU CaxapHOM JuabeTre u y
MalUEHTOB, OJTHOBPEMEHHO MPUHUMAIOIINX UHTUOUTOPHI AlID);

pPEeIKO — TUIIOHATPUEMUS, JeTUApaTaIus, Toppupus;

4acTOTa HEU3BECTHA — FTUIEPXJIOPEMUYECKHUN ALUI03.

Ilcuxuueckue paccmpoiicmaa.

HEYacTO — CIIyTAHHOCTb CO3HAHUSI.

Hapywenus co cmopomnst nepgHou cucmemol.:

HEYacTO — COHJIMBOCTH (Y MAlMEHTOB C IUPPO30M NEYEHH ), TOJIOBHAs 0OJIb;

OUYEHb PEJIKO — Mapaany, naparierus.

Hapywenus co cmoponst cepoya:

OYEHb YacTO — apuUTMUU (y MAIMEHTOB C TOYEYHOM HEJOCTATOYHOCTHIO U Yy
MalKUeHTOB, MOJTYYaIOIINX npernaparbl KaJust OJIHOBPEMEHHO co
CIIUPOHOJIAKTOHOM).

Hapywenus co cmopomnst cocyoos:

OUYEHb PEIKO — BACKYJIUT;

4acTOTa HEM3BECTHA — BHIPAXKEHHOE CHUYKEHUE apTepUabHOTO AaBICHHUS.
Hapywenus co cmopoHvl OvixamenvHOU cucmemsl, 0peaHo8 cpyOHOU KIemKu U
CcpedoCcmeHusL:

OYEHb PEIKO — UBMEHEHHE TOHAIBHOCTH I0JIOCa.

Menydo4yHo-KuweyHble HapyweHUus:

qaCTO — TOIIHOTA, PBOTA,;
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PEIKO — racTPHUT, 53Ba, XKEIyA0YHOE KpOBOTCErCHPrC,—ﬁojTITB:)KW
Hapywenus co cmoponsl neuenu u scenuedbigo0sauux nymei:

OUYEHb PEJIKO — FENaTHT.

Hapywenus co cmoponst kodtcu u nooKosHcHoU Knem4yameu:

PEeIKO — KOXKHAs ChIllb, KPATMBHULIA;

OYEHb PEJIKO — AJOMeIHs, IK3eMa, KOJIbIIEBUAHAS SpUTEMA, BOTYAHOYHOIIOI00HbIE
U3MEHEHUS KOXH;

4acTOTa HEU3BECTHA — OyJUIE3HbIA TEM(PUTOU.

Hapywenus co cmoponvt mbiwedyHol, ckenemHol u coeQuHUMENbHOU MKAHU'
OUYEHb PEAKO — OCTEOMATISALMS.

Hapywenus co cmoponsl nouex u Mouesvl8005uux nymeil:

OUYEHb PEIKO — OCTpas MOYEeUHast HEJOCTATOYHOCTb.

Hapywenus co cmoponst penpodyKmueHoU cucmemsl U MOTOYHbIX HeNes:

OUYEHb YacTO — CHIDKEHUE JIMOWO0, IPEKTUIbHAS NUCPYHKIUS, TUHEKOMACcTHs (Y
MY4H1H), 00JI€3HEHHOCTh TPYIHBIX KeJie3, 00/1b B Tpyau (Y MY>KUHH), yBETUUYCHUE
MOJIOYHBIX KeJie3, HApYIICHUs] MEHCTPYaIbHOTO UK (Y KESHIIWH);

yacTo — Oecruioaue (pu NpUMEHEHUH Mpenapara B BHICOKHUX J03ax (450 Mr/cyT)).
Obwue HapyweHuUA U peakyuu 8 mecme 86e0eHUS:

HEYaCTO — ACTEHUS, YCTAJIOCTh.

JlabopamopHvie u uncmpymenmanvhvie OaHHbIE:

OYCHb PEIAKO — TOBBIINICHUE KOHIIEHTpPAIlMd MOYEBUHBI B CBHIBOPOTKE KPOBH,
MOBBIIIEHNE KOHIIEHTPAIMU KPEAaTUHUHA B CBIBOPOTKE KPOBH;

yacTOTa HEW3BECTHA — [OBBIIIEHHE COJEPKAHHUS  TJIMKO3WJIMPOBAHHOTO
remornobuna (HbALc).

COO6H.ICHI/IC 0 IMOA03PEBACMBIX HEKCIATCIIbHBIX PCAKIIUAX

BaxxHo cooOmars 0 TMOJ03peBacMbIX HEXEIATeIbHBIX PEaKIUsiX MOocie
perucTpanuy Iperapara ¢ IeIbl0 O0CCIICUCHHUS HEMPEePHIBHOIO MOHHTOPHHTA
COOTHOIIIEHUS «II0JIb3a — PHUCK» JIEKAPCTBEHHOIO Iipenapara. MeauIMHCKUM

paboTHHUKAM PEKOMEHTyETCSl COOOIIATh O JIFOOBIX MOA03PEBACMBIX HEXKEIATEIbHBIX
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 23.04.2025 N= 10855

(MOCNEQOBATENEHOCTE 0004)

PCaKIuAX JICKAPCTBCHHOI'O IIPCIiapaTa YCPC3 HaqnOHaTbHBIC CITCTCMbI L/UUGUJ,CHYI)I
0 HEeXXEJaTEJbHBIX PEAKIUAX TOCYIapCTB — YJICHOB EBpa3uiickoro ’KOHOMUYECKOTO
COHO3a.

Poccuiickas ®@enepanus

denepanpHas ciay)0a mo Haa3o0py B cepe 3npaBooxpanenus (PoczapaBHaazop)
109074, r. Mocksa, CiaBgaHcKast iiomaab, 10oM 4, crpoenue 1

Tenedon: +7 (800) 550 99 03

DnekTpoHHas moura: pharm@roszdravnadzor.gov.ru

Caiir; http://www.roszdravnadzor.ru/

4.9 Ilepeno3upoBka

CuMITOMBI

CoHIMBOCTB, CIIyTAHHOCTh CO3HAHUS, TOLIHOTA, PBOTA, TOJIOBOKPYKEHUE, HUapes,
MaKyJonamyJje3Hass WM JPUTEMATO3Has Cblllb. PeXe MOXKET BO3HHUKATh
TUNEPKAJIUEMHUs] M TUIOHATPUEMHMs,, OCOOEHHO Yy TAalMeHTOB C IOYEYHOH
HEJOCTAaTOYHOCThIO. Y TAIMEHTOB C TSKEJIbIMH 3a00J€BaHUSMHU  I€UYEHU
NEPEN03UPOBKA MOKET IPUBECTU K IEYEHOUHOU KOME.

Jleuenue

Crneunduueckuit AHTUZIOT OTCYTCTBYET. [IpombIBaHuE KeIyaKa,
CUMIITOMATUYECKOE  JICYEHHE  JCTUApPATALMM, KOPPEKLUsA  apTepUaAIbHOU
TMIIOTEH3UM M BOCCTAaHOBJICHHE KHUCJIIOTHO-ILEIOYHOro pasBHOBecus. [lpu
TUMNEpKaTMeMU HEOO0XOJUMO HOPMAIM30BaTh BOJHO-AJIEKTPOJIUTHBIM OOMEH C
MOMOUIbIO KaTUMBBIBOISIINX JTUYPETUKOB, OBICTPOTO MapeHTEPaTbHOIO BBEICHUS
pacTBopa AEKCTPO3bl (TIIOKO3bI) C MHCYIMHOM. B TSKENbIX Ciyyasix MPOBOIST

reMOJIHaJIN3.

5. PAPMAKOJIOTUYECKHE CBOVMCTBA
5.1 ®apmakoaguHaMUYeCcKHe CBOIiCTBA
dapMakoTepaneBTUUECKasT TPyNna: JAUYPETHUKH; AHTATOHHUCTBHI albJOCTEPOHA H

JIpyrue Kanuiicoeperaromue JMypEeTUKH; aHTarOHUCTBI albJI0CTEPOHA.
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KO/ ATX: CO3DAO01

MexaHu3M NeUCTBUSI

CHUpOHOJIAaKTOH SIBIISIETCS KAIMHCOEpEraoIyuM IUyPETUKOM MPOJIOHTUPOBAHHOTO
JEUCTBHS, KOHKYPEHTHBIM aHTarOHNCTOM aJIbJI0CTEPOHA
(MUHEPATTOKOPTUKOCTEPOUAHBIA TOPMOH KOPBI HAANMOYEHYHHKOB). B AuCTanbHBIX
OTJes1ax He(pOHA CIUPOHOJIAKTOH IPEMATCTBYET 3aJ€PAKKE aIbJOCTEPOHOM HATPHUS
U BOJbl U MOAABISET KaJUUBBIBOIAIMNA 3 ekt anbrocrepoHa. CBSA3bIBasCh C
penenTopaMu anbAOCTEPOHA, YBEIWYMBACT DKCKPELUMIO MOHOB HATpUs, XJIOpa U
BOABI C MOYOW, YMEHBIIAET BBIBEACHUE WOHOB KaJWs W MOYEBHHBI, CHUYKAET
KHCJIOTHOCTb MOYH.

dapmakoanHamMuyecke dPhexTrl

BcenenctBue auypernyeckoro 3d@exra CIUPOHOIAKTOH CHHUXKACT apTepuaibHOE
JABJICHUE U OKAa3bIBAE€T aHTUTUIIEPTEH3UBHOE JIEHCTBHE.

[loyeuHass aKTHBHOCTH CHUPOHOJIAKTOHA IIOCJIE OJHOKPATHOIO IIPUEMAa BHYTPh
JOCTUIaeT MaKCUMYyMa 4epe3 7 4acoB U COXpaHAETCs HEe MeHee 24 4acoB.
PangoMusupoBaHHOE HCclieA0BaHre MpuMeHeH s anbaakTona (RALES) — nBoitHoe
CJIENIO€ MHOTOLIEHTPOBOE HCCIIEIOBAHUE, TNPOBEACHHOE C Yyudacthem 1663
nainueHToB ¢ (pakuein BeiOpoca He Oosee 35 %, ¢ yCTaHOBIEHHOW B TeyeHUe 6
MECSILEB /10 BKIIIOUEHHsI B HCCIIEIOBaHUE cepieuHoN HegocTaTouHocThio 1V Kiacca
no knaccupukanmun NYHA, Ha MOMEHT paHIOMH3allMd WMEIOIIUX CEPIICUHYIO
HegoctarouHocTh |-V kiacca. Bee manmenTsl npuHUMAaNK NMeTaeBble AUYPETUKH,
97 % manmentoB npuHUMaTK uHrHOUTOp AIID, 78 % mManMeHTOB TMPUHUMAIH
JUTOKCUH (Ha MOMEHT NpPOBEJEHUs HcclaeAoBaHUs OeTa-aJpeHOO0JOKaTOphl HE
UMEJM LIMPOKOr0 PACTPOCTPAHEHUsI, TOJIbKO 15 % mnamuenToB nonyvanu Oera-
anpeHoOokaTopsl). IlaenTs], UMEBIINE WCXOJHOE MOBBIINICHUE KOHIIEHTPAIUH
KpEaTMHHWHA B CHIBOPOTKE KPOBH Oojiee 2,5 MI/IJ WM TMOBBIIIEHHE HCXOIHOTO
COJIEpKaHUsl Kalus B ChIBOPOTKE KpoBH Ooisiee 5,0 MOKB/1, HE BKIIOYAIUCH B

HCCICAOBAHUC. Taxxe u3 HUCCIICAOBAHUA HCKIHOYAJIUCh IAIIMCHTBI, Y KOTOPBIX
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PETUCTPUPOBAJIOCH MTOBBIIEHNE COIEPKAl
CPaBHEHHMIO C UCXOJHBIM MOKA3aTEIEM.
[TariueHTHI OBUTM  paHAOMH3UPOBAHBI B  COOTHOmeHWHM 1:1 B rpymmy
CIIMPOHOJIAKTOHAa 25 MI' OJMH pa3 B CYTKM WM B TPYIIly, [OJIYYaroUIylo
COOTBETCTBYIOIIIEE Mare0o. [larrentam, XopoIro NepeHOCUBIINM Mpenapar B 03¢
25 wmr/cyT, Mo KJIMHUYECKUM TOKa3aHWSAM 103y Mpernapara yBeluuuBainu 1o S0
mr/cyt. [lanpeHTaMm, He NEPEHOCUBIIMM IIpemnapar B J03e 25 Mr/cyT, 03y
CIIMPOHOJIAKTOHA CHWXKAM 110 25 Mr 1 pa3 B 2 qus. [lepBUYHON KOHEYHON TOUYKOH B
uccienoBanuu RALES siBnsimack cMEpTHOCTD OT JIFOOBIX MPUYUH.

[locne HaOmoneHHs 3a NalMEHTaMd B CPEJIHEM B TeueHHe 24 MecsleB
uccienoBaane RALES 05110 3aBepItieHO TO0CPOYHO, MTOCKOIBKY B XO/I€ IJIAHOBOTO
MPOMEKYTOUHOTO aHaju3a ObUIO BBISBICHO 3HAYMMOE CHUIKEHHUE CMEPTHOCTH B
rpyIIe MalUEeHTOB, NOJYyYaOIINX CIUPOHOJAKTOH. CIIUPOHOIAKTOH CHUXA PUCK
cmept Ha 30 % 1o cpaBHenuto ¢ mianedo (p < 0,001; 95 % noBepurenbHBIN
untepBai ot 18 % 1o 40 %). Kpome Toro, CiMpoHOIaKTOH 3HAYMMO CHHKAJI PUCK
CEpJIEYHON CMEPTH, MPEXKAEC BCErOo BHE3AMHOW CEPACYHOM CMEPTH U CMEPTH OT
MPOTPECCUPOBAHUS CEPACYHON HEAOCTATOUHOCTH, @ TAKKE PUCK FOCIUTAIA3ALUN
1o nmoBoAy 3abosieBaHuid cepaua. M3menenus craauu no kinaccudukaruu NYHA
Obl  Oosiee  ONArompusiTHBIMU B TPYyMIE, MOJIyYaromed CIUPOHOJIAKTOH.
['maexomactust U Oonb B rpynu HaOmopanuch y 10 % MyX4yuH, MOTydYaBIIAX
CIUPOHOJIAKTOH, 10 cpaBHEHHUIO ¢ 1 % MmyxuuH B rpynne mianebo (p < 0,001).
YacTtoTa pa3BUTHS TSHKEIOW TUIEPKATMEMUU ObLTa OJUHAKOBO HU3KOM B 00EMX
rpyInax MaiueHToB.

5.2 ®apmMaKkoOKHHeTHYECKHE CBOIICTBA

AOcopOrus

CHnupoHOJAKTOH OBICTPO M TMOJHOCTBIO BCACBIBACTCS U3 KEITYIOYHO-KHUIIIEUYHOTO
tpakta (OKKT). Ilpu nmepopaibHOM NPUMEHEHUHM MOJBEPTacTCsl BBIPAKECHHOMY

b (DexTy «epBoro MPOXOXKIACHUSD ¢ 00pa3zoBaHueM (PapMaKOIOTHUECKH aKTHBHBIX
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MeTa00JIUTOB. OI[HOBpGMGHHBIﬁ IMpueM O yBCANINBACT GYIU,U,UblyuHUbLD
CIIUPOHOJIAKTOHA.

[Tpu npueme B go3e 100 mMr B cyTKH B TeueHue 15 qHEl 3M10pOBBIMH J0OPOBOJIBLIAMU
MOCJIE €1bl BpEeMs JOCTHUKECHHSI MAKCUMaJIbHOW KOHIIEHTpAIlMU MpernapaTa B I1a3Me
(Tmax) m MakcumanbHas KoHneHTpamus B IuiadMe (Cpax) CIIHPOHOIAKTOHA
COCTaBUJIM COOTBETCTBEHHO 2,6 waca u 80 Hr/miu. [Jns merabonutoB 7-anbda-
THOMETHJICITUPOHOJIAKTOHA M KaHPEHOHA T max cocTaBmiio 3,2 yaca u 4,3 yaca, Cpax
— 391 ar/ma u 181 HI/MJI COOTBETCTBEHHO.

Pacnopenenenue

CHupoHOJIAKTOH U €ro MeTaOOJUTHl aKTUBHO CBSA3BIBAIOTCS C OEMKaMU IJIa3MBbI
kpoBu (Oonee yem Ha 90 %). CiupOHOJIAKTOH M €r0 METa0O0JIUTHI POHUKAIOT YEPE3
IUTALIEHTY U B TPYJAHOE MOJIOKO.

buorpancdhopmarus

CHI/IpOHOJIaKTOH 6I)ICTpO MeTa6OJII/I3I/Ipy€TC5I B OpraHusMcC 4YCJIOBCKa C

oOpa3zoBaHHEeM cepocoaepKaIux MeTa0O0IMTOB (7-amba-
THOMETHJICTIUPOHOJIAKTOH, 6-B-TupoKCcu-7-0-THOMETHUIICTTUPOHOJIAKTOH ) 17§
MeTaboJIMTOB, HE  coaepxammx  cepy  (kaHpeHoH).  OTHOcUTENIbHas

AHTUMUHEPATOKOPTUKOUAHAS AaKTUBHOCTh METAOOJIMTOB 110 CPAaBHCHHIO C
HMCXOJIHBIM BEIIECTBOM COCTaBIISIET COOTBETCTBEHHO 68 %, 33 % 1 26 %.

DIIMMUAHAIMS

VY 310poBBIX 70OpPOBOIBIEB TOCie npuema B jo3e 100 Mr B cyTku B TeueHue 15
naHer mepuon monyBbiBeAeHUs (T12) HEM3MEHHOTO CHHPOHOJIAKTOHA, 7-aib(da-
TUOMETUJICIIMPOHOJIAKTOHA U KAHPEHOHA COCTaBWI npuMepHo 1,4 vaca, 13,8 yaca u
16,5 yaca COOTBETCTBEHHO.

MeTaboauThl BBIBOJSATCS B OCHOBHOM TOYKAMH, B HE3HAYUTEIHPHOM KOJUYECTBE
(14-36 %) BBIBOISATCS C JKETUBIO YepPe3 KUIICYHHK.

JInaeHOCTh (HETMHEHHOCTH)

B nwmamazone ot 25 g0 200 Mr cymecTtByeT NPHUOIU3UTENLHO JIMHEWHAS

3aBUCUMOCTb MECKIY O,HHOKpaTHOﬁ ,Z[0301>’I CIIMPOHOJIAKTOHA H KOHHCHTpaHPleﬁ
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KaHpCHOHA B ILIa3MC KpPOBH. HpI/I IMpUCMT ©oTee—BBICOKITX O3 " KOHOCHTPAOET
KaHpCHOHA CTaHOBHUTCSA MCHCC IIPOINOPLHHOHAJIbHA 103€C (BCpOHTHO, BCJICACTBUC
3aMe]IeHns (PepMEHTaTUBHOTO MeTaboIM3Ma CIIUPOHOIAKTOHA).

Ocobnie I'PYIIIGI ITAITMCHTOB

Hapywenue ¢pynkyuu novex

dapMaKOKWHETHKA CIIMPOHOJAKTOHA y MAIIMEHTOB € MOYEUYHON HEA0CTaTOYHOCTHIO
HE U3yYaiach.

Hapywenue ¢pynxyuu neuenu

@apMaKOKMHETHKAa  CIUPOHOJAKTOHA Yy  TAUUEHTOB  C  [EYEHOYHOU
HEJOCTAaTOYHOCThIO HE M3ydasach. Coo0manock 00 yBEIMYEHUH TEPMHUHAIBHOTO
T1/ CIUPOHOTIAKTOHA Y TTAIIUEHTOB C [IUPPO30OM MEUYECHHU U aCIUTOM.

Tloorcunoii 6o3pacm

dapMaKOKMHETHKA CIHUPOHOJIAKTOHA Yy TMAaIMEHTOB TMOXKUJIOTO BO3pacTta He

HN3y4ajaacChb.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1 Ilepevyenb BcmoMorare/ibHbIX BellleCTB
JlakTO3B1 MOHOTHIPAT

Kpaxmain Kykypy3HbIi

Marnus creapar

Cocmag 000104KU KANCYIbL:

Turana nuokcup (E171)

KemaTnH MeIUIIUHCKUI

6.2 HecoBmMecTUMOCTD

He npumenumo

6.3 Cpok roaHocTu (CpOK XpaHeHUs )

3 roaa.

6.4 Oco0ble MepbI MPEIOCTOPOKHOCTH NIPH XPAHEHUHU

B 3amuiieHHoM OT cBeTa MECTe Mpu TemMiepaTtype He Boiie 25 °C.
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6.5 Xapakrep u coaep:kaHue nepBUYHOT
[Ilo 10 xamcymn B KOHTYpPHYKO SYECHKOBYIO  YIAKOBKY M3  IUICHKHU
MOJIMBUHUWIXJIOPUAHON U (POIBIY aTIOMUHHEBOW MEYATHOM JTAKUPOBAHHOM.

1, 2, 3, 4, 5 KOHTYpHBIX SYCHKOBBIX YMaKOBOK BMECTE€ C MHCTPYKIIMEH IO
MPUMEHEHUIO MOMEIIAIOT B MaYKy U3 KapTOHA.

6.6 OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YHHUYTOKEHUH HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Mpenapara WM O0TXO0A0B, MOJY4YeHHbIX MOCJIe NMPUMEHEHUSs
JIEKAPCTBEHHOT'0 Mpenapara u Apyrue MaHUILYJISIUH ¢ IPenapaTom

OcoOble TpeOOBaHUsI OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAHUOHHOT'O YAOCTOBEPEHUS
Poccuiickaa ®@enepanus,

OBIIECTBO C OT'PAHUYEHHON OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

Ten. (846) 334-52-32, 207-12-61

dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

WWW.pranapharm.ru

7.1 llpeacTaBuTe b epaKaTesl PErHCTPAIMOHHOTO YI0CTOBEPEHUS

[IpereH3un HOTDC6I/ITCJI€I\/'I HaIIpaBJIAIOT IO aAPECY.

Poccuiickaa ®@eneparus,

OBIIECTBO C OT'PAHUYEHHOW OTBETCTBEHHOCTBIO «ITPAHA®APM»
(OO0 «ITPAHADAPM»)

443068, r. Camapa, yn. HoBo-Canosas, nom 106, kopmyc 81

ten. (846) 334-52-32, 207-12-61

dakc (846) 335-15-61, 207-41-62

e-mail: info@pranapharm.ru

WWW.pranapharm.ru
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8. HOMEP PEIT'HCTPAIIMOHHOT' O YAOCTOBEPEHMUA

9. JATA TEPBUYHONW PETMCTPAIIMM (IMMOATBEPKIEHMS
PETACTPAIIAU, IEPEPETUCTPAIIAN)

JlaTta niepBoOM perucTpayu:

10. JATA IEPECMOTPA TEKCTA

O6mass xapakrtepuctuka JjekapctBeHHoro mnpenapata CIIMPOHOJIAKTOH
JIOCTYIHA Ha UH(POPMAIMOHHOM TopTane EBpa3uilckoro 3KoHOMUYECKOTO COI03a B

UH(POPMAIIMOHHO-KOMMYHHKAIIMOHHO#M ceTn «HTepHe™ http://eec.eaeunion.org/
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