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N0 MEAHIHUHCKOMY NPHMEHCHHIO JIEKapCTBEHHOT O cpeacTBa S

Toprosoe Ha3BaHHe MPeNapaTa: Bepommnupon® (Verospiron®)
MexIyHapoaHOe HENMATEHTOBAHHOE HA3BAHHE (MHH): CnoupoHOJaKTOH (Spironolactone)
®opma BbIITycKa: TabNETKU

Cocras

Kaxnas TadjieTka CONEPKHUT:

Jleiicmeyrouiee éeujecmeo: CIAPOHONAKTOH 25 MI

Bcnomozamenviole 6euqecmea; KPEMBHS JHOKCHI KOIUIOHIHBIA Ge3BOIHBIA, MarHus CTeapar,

TaJIbK, KpaxMall KyKypy3HBbIH, JTaKTO3bl MOHOTHUAPAT

Onucanue
Beible WIM TIOYTH Oenble, IUTOCKHE, Kpyrisle TabneTkd c (ackodl, ¢ XapaKTCPHBIM
MepKanTaHoBsIM 3amaxoM H ¢ Mapkupopko# “VEROSPIRON” Ha onIHOM cropoHe. JlnameTp:

OKOJIO 9 MM.

®apMaKoTepaneBTHIeCKas rpynna: J{iypeTuku, Kanuicoeperarolue cpeaCcTBa, aHTarOHUCTHI
aNbBI0CTEPOHA

Kon ATX: C03D A0l

dapmakoJornyecKne CBOHCTBa

Dapmakoounamuxa
CrnupoHOJIAKTOH SIBISIETCS KOHKYPEHTHBIM aHTarOHUCTOM aJIbJI0OCTEPOHA. B mucTanbHBIX OTAENAX

He()POHA CIMPOHONAKTOH NPEMATCTBYET 3a/IEPXKKe aJIbOCTEPOHOM HATPUS U BOJBI U NIOJABJIACT
SKCKPENHIO Kajlksi IO [AeHCTBHEM aibaocTepoHa. [Ipenapar He TONBKO yCHUIUBACT SKCKPCLMIO
nonos Na*, Cl" u ocnaGnser sxckpenuio HoHoB K, OH Taxoke HHTHOMPYET IKCKPELHIO HOHOB H
c Moyoid. Bemexcrue muypermueckoro 3¢¢exra CIHPOHONAKTOH CHHXKACT apTepHAIBHOC
IaBIICHHUE.

UccnegoBanue RALES

PangoMu3MpOBaHHOE MCCIIENOBAHHE MPUMEHCHHA albJaKTOHA (RALES) — npoiiHoe ciemnoe
MHOTOLICHTPOBOE HCCNE/[OBAHUE, NPOBEICHHOM € ydacTveM 1663 mHanueHToB ¢ ¢bpaxuuen
BEIOpOCa He Gonee 35%, ¢ YCTAHOBIEHHOH B TEUEHHE 6 MECAIEB /10 BKIIOUCHHS B HCCICNOBAHNC

cepaeuHoM HeocTaToyHocThIO [V Kitacea o knaccuduxanuu NYHA, Ha MOMEHT paHIOMU3alHH
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EMeloImXx cepAcuHyro Hegoctarounocts III-IV kmacca. Bee nauuéHTH IPUHAMAIN TICTIIEBBIE
nypetuky, 97% TANEEHTOB NPHHEMAIA HHTHOHTOP ATI®, 78% - NUrokcHH (Ha MOMEHT
TPOBEJICHHs HCCIeI0BaHus GeTa-0oKaTopsl HE MMENHM IMHPOKOro paclpoCTpaHeHHH, TOJIBKO
15% mamweHToB TOMydamH Oera-6i0kaToper). [lamueHTHI, MMEBIIME HCXOAHOE MOBBIICHHS
KOHIIEHTpAlMK KpeaTHHHHA B CBIBOPOTKE KpoBH Gonee 2,5 MI//U1 MM TIOBBIIEHHE HCXOTHOIO
CONEpXAHMS KaTHA B CBIBOPOTKE KpoBH Gonee 5,0 MOKB/I, HE BKJIFOYQNIHUCE B HCCIE/0BAHHC.
Taxxke U3 HCCIIEIOBAHUS UCKIIOYAIUCH MAIMEHTHI, Y KOTOPBIX PErHCTPHPOBAJIOCH MOBBLIICHHEC
COZEpKAHHSA Kadhs B CHIBOPOTKE KPOBH Ha 25% MO CPaBHEHHMIO € HCXOZHBIM MOKa3aTeIeM.
IlanueHTH! paHAOMHU3MPOBAIACH B COOTHOLIEHHH 1:1 B rpymITy CHHPOHOJIAKTOHA 25 Mr ouH pa3
B CYTKH, WIH B TpyNIy, IOJyYarOllyl0 COOTBETCTBYIOIICE mwiane6o. IlanuenTaM, XOpoLIO
TIEpEHOCHBINKM TIpenapar B 03¢ 25 MI/CYT, MO KIHMHHYECKHM IOKa3aHHAM J03y Mpernapara
yBemuuuBaid 1o 50 mr/cyT. [lanmuenTaM, He MEPEHOCHBIINM Ipenapar B 103€ 25 mr/cyT, no3y
CIIMPOHOJIAKTOHA CHIDKAIH 10 25 Mr 1 pa3 B 2 nusi. [lepBryHOI KOHEUHOM TOUKOM B HCCIICIOBAHUN
RALES sBisU1ach CMEPTHOCTB OT JIIOOBIX TpuuKH. [Tocsie HaboeHus 32 NAIMEHTAMK B CPETHEM
B TeyeHue 24 mecsneB ucciaenopanue RALES Obuto 3aBEpIICHO JTOCPOYHO, ITOCKOJIBKY B XOA€
IUTAHOBOTO TNPOMEXXYTOYHOrO aHaiu3a OBUIO BBIABJICHO 3HAYMMOE CHIDKCHHE CMCEPTHOCTH B
TpyIIe NANHEHTOB, MOJIYYaolUX CIHPOHONAKTOH. CIHMPOHOIAKTOH CHHXKAl PHCK CMCPTH Ha
30% no cpasreHuio ¢ miane6o (p < 0,001; 95% nosepurenbHBIH HHTEPBAL OT 18% mo 40%).
KpoMe TOro, CIHPOHOJNAKTOH 3HAYMMO CHMOKAl PHCK CEpIeYHON CMEpTH, MPEeKAC BCCro
BHE3AITHOM CepedHO# CMEPTH M CMEPTH OT IIPOTrPECCUPOBAHHS CEPACYHON HEIOCTATOYHOCTH, 2
TAK)Xe PHCK TOCOMTATM3AMM [0 IO0BOZy 3aboseBanmit cepaua. VI3MEHEHHA CTajuu IO
knaccudukannu NYHA 6bumn 6onee 61aronprsTHEIME B TPyIIIE, IIOJTy4aroei CIIMPOHOJIAKTOH.
I'mrexomacTus 1 601b B rpyad Habmoaanuck y 10% My K4iH, ONy4aBIIMX CIIMPOHONAKTOH, 110
cpaBHeHHIO ¢ 1% y MyxunH B rpymne mnanebo (p <0,001). Yactora pa3BuTHA TKETION

rUnepKagMeMud ObUTa OMHAKOBO HH3KOH B 00€HMX rpyniax NauieHToB.

Dapmaxoxunemura

CIIMPOHONAKTOH GBICTPO H TOJHOCTBIO BCACHIBASTCS H3 XKeJTy I0YHO-KHIIEYHOT0 TPAKTa. AKTHBHO
CBA3BIBAETCA C OenkaMu IUasMbl KpoBu (mpumepHo Ha 90%). CHHMpOHONAKTOH OBICTPO
MeTaGoH3MupyeTcd B OpraHH3Me 4genoBeKa. (DapMakoJIOrHYeCKH AKTHBHBIMH METabOTHTaMH
CIIMPOHONAKTOHA SBJISIOTCS 7aiib(a-THOMETHICTHPOHOIAKTOH M KaHpeHOH. HecMOoTps Ha TO, 4TO
MEpHOJ TOJNYBBHIBEJCHUS HEHM3MEHEHHOrO CIMPOHOJAKTOHA H3 KPOBH HMMECT HeOOJIBIIYIO
npoaonkutenbHocTh (1,3 d9aca), MEpUOA TOTYBBIBENCHHMS AKTHBHBIX MeTabouToB Oosiee
IUTeIbHBIH (B MATepBaie ot 2,8 o 11,2 yaca). MeTaGonUThI BRIBOAATCS B OCHOBHOM IIOYKaMH,

HE3HAUUTEIbHBIE WX KOJHYECTBA BBIBOJATCA YCpPE3 KHINCYHHK. Cnnpononam'on H C€ro
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MeTabOoHTHI IPOHUKAIOT Yepe3 IUIALEHTY U B TPy IHOE MOJIOKO.

[locne npuema Haromak 100 Mr cnMpoOHONAKTOHAa B CYTKH B TeﬁeHné 15 nHe#l 340pOBBIMH
JOGPOBOJIBIIAME BpeMs IOCTHKCHHUS MaKCUMAalbHOH KOHUEHTPALHK Tpeniapata B mwiasMe (tmax),
MakcuMmanbHas KoHueHTpamus B IwiasMe (Cmax), a Takke MNEPHOJ IONYyBBIBEACHUA (tin)
CIOHMpPOHOJIAKTOHA COCTaBuiH 2,6 Haca, 80 ur/Ma # okoino 1,4 gaca cooTBeTcTBeHHO. Jlid
MeTa6oIuTOB 7anbdha-THOMETHICIMPOHOJIAKTOHA ¥ KaHPEHOHA MOKa3aTeNb tmax COCTABHIL 3,2

yaca u 4,3 aca, Cmax - 391 mr/mi u 181 Hr/mi, ati - 13,8 yaca n 16,5 yaca COOTBETCTBEHHO.

TloueyHasg aKTUBHOCTH IIOCJIE OJHOKPATHOT'O IIpHEMa CIIHPOHOJIAKTOHA NOCTHUTACT IHKa 49epe3 7

4acoB M COXpaHsETCs He MeHee 24 4acoB.

IToxa3aHusi K IPHMEHECHHIO

- 3acmoiinas cepOeunas HeOOCMAMOYHOCMb Y TIAUMEHTOB, HE pEarMpyroUMX Ha JIpYTylo
TEpAIHIO UM HE IEPEHOCSIINX €€, a TAKXKE JUI yCHJICHHS JASHCTBUSA JPYTHX Y PETHKOB.

- DccenyuanvHas 2unepmen3us, TPEUMYIIECTBEHHO B Clly4ae MMIIOKAIHEMUH, KakK IPABUIIO,
B KOMOHMHAIMHM C IPYTHMH FMIIOTEH3UBHBIMH MperapaTaMH.

- 1uppo3 NeYeHH, CONPOBOX/IAIONIHICS ACIIATOM H/HIIH OTEKaMH.

- JleyeHue IEPBUYHOTO FHIIEPAIBAOCTEPOHU3MA.

- Ortexu npH HePPOTUIESCKOM CUHIIPOME.

- Jleuenne THIOKAIMEMHH B CIIydac €C/H MAIMEHT HE MOXKET MOTydaTh KaKuX-JH00 Jpyrux
Tpenaparos.

- [IpodunaKkTAKa TUMNOKAIHEMHH Yy NALMEHTOB, [PHHEMAIOIIMX CEPACYHBIC TIIHKO3HIIBL,

Koraa Jpyrue METoAbl JICUCHHU HEIIPAMECHHUMBI.

IIpoTuBonokazaHus
. IToBbIIEHHAs 4y BCTBUTENBHOCTS K JEHCTBYIOIIEMY BEIICCTBY IIpenapara HiH K moboMy U3

BCIIOMOTaTEJIBHBIX BEIIECTB, ICPCUYNC/ICHHBIX B pa3aIciic «CoctaB».

. AHypus.

. Octpas modyeyHasi HeAOCTATOYHOCTb.

. Tsoxenble HapylleHus (GyHKIMA MOYeK (CKOpPocTh KiIy6OoukoBOHM (uIbTpalldl MEHEE 10
MJI/MHUH).

. CepiieuHas HEAOCTATOUHOCTD (CKOPOCTh KiTy0ouKoBo# QpuibTpamuy Menee 30 MJI/MHUH WK
CHIBOPOTOYHAs KOHLIEHTpaius kpeaTuHrHa Gotee 220 MKMOJIB/ ).

. ['uniepkanuemus.

. ['unmoHaTpreMusl.

. Bonesur AmnucoHa.
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. OxHOBpEMEHHOE IIPHMEHEHHE SIUIEPCHOHA HIIH APYTHX KaJTHHACOEpETAIONINX MY PETHKOB.

. BepeMeHHOCTh U IIEpHOJI IPYAHOTO BCKapMIIMBAHHS.

IIpuMenenue npu GepeMEHHOCTH U B ePHO/I TPYIHOIr0 BCKapM/JIHBAHHH

bepemenHOCTD

CrnupoHOJIaKTOH 00/1alaeT aHTHAHIPOTCHHBIM 5dgeKTOM y deloBEKa, IOITOMY €T0 HE CIICAYCT
TIPHMEHSTh BO BpeMs GepeMeHHOCTH (CM. pasieln «IIpotuBonokasanus»). CIHPOHOIAKTOH WK
ero MeTaboJUTHl INPOXOAAT depe3 TIeMaToIUIaleHTapHBIA Gaprep. Ha ¢one mnpuMeHEHHA
CIIUPOHOJIAKTOHA Y GepeMEHHBIX KPhIC HAaOMIIOAalach (deMuHM3aLHS IIOLO0B MY)XXCKOTO 11014, a
HOCJIE POXIEHHS Yy HMOTOMCTBAa JXEHCKOTO M MYXXCKOTO ToJjia HAOMIOJAMUCh SHAOKPHUHHBIE
Hapymenus. [[piMeHeHHe CIIMPOHOIAKTOHA y GEpEeMEHHBIX XKECHIIMH BO3MOXHO TOJIBKO B CJTy4ac,

€CJIY IIpeanoJiaracMas 1noJip3a IpeBpIIacT BO3MOXHBIE PHCKH /I MAaTECpHU U IJIOJA.

[’pyaHOE BCKapMJINBAHHE

MeTa6onuTh CIHPOHOIAKTOHA 0GHAPYKHBAIUCH B TPYTHOM MOJIOKe. B cirydae HE00X0AUMOCTH
IIPHMEHEHHs CIMPOHONAKTOHA CIEAYyeT NpepBarh IPyJHOE BCKApMIIMBAHHC H HCIOJB30BATH

JpyToii croco6 KopMiTeHus: peGeHKa.

Cnoco0 npuMeHeHHs H X03bI

CxeMsl 103UpoBaHus

Bspocnvie

Ilepsuunsii 2UnepanbO0CMepPOHUIM

JIna ouaenocmuyeckux yeneu

1)  JUIMTeNbHBIA TECT: CIUPOHOJIAKTOH IpHHEMaeTcs mo 400 mr/cyt 3-4 sepmemu. Ilpu
IOCTH)KCHHHM KODPEKIMH THMIOKAIMEMHH H AapTEPUAbHON THIEPTCH3HMH MOXHO
IpearoaraTh HATHYUe IEPBHYHOTO THIIEPATBA0CTEPOHU3MA.

2)  KpaTkocpouHBIif TECT: CIMPOHONAKTOH MpHHAMaeTcs mo 400 Mr/cyT B TeYeHHE 4 nueit. [Tpu
YBEJIMUEHHH CONEP)KAHMs KaJds B KPOBH BO BPeMs IIpHEMa Mpenapara BepommupoH v
CHIDKEHHH I[IOCJIE €ro OTMEHbl MOXHO [peAnojiaraTb HajaM4yue IEPBHYHOTO
THITEPAIBAOCTEPOHU3MA.

Jleuenue

IIpu MOATOTOBKE K XUPYPrHYECKOMY JIEICHHIO CIIHPOHONAKTOH IMPUMEHSIOT B 03aX OT 100 no

400 mr/cyT. Eciu onepanus He TOKa3aHa, CIIUPOHOIAKTOH MOXKET IIPUMCHATBCS A1 JUTUTEJIHOM

TIOJIEPKMBAIOIIEH TEPAUK B HAaHMEHbIIeH @ exTrBHON fo3e. B 3TOM Ciydae HavanbHad 103a

TpenapaTa MOXKET YMEHBIIAThCA Kaxable 14 [HeH 0 NOCTHIKCHHS HauMeHblne# >pPekTHBHOH

1036l JII CHIKEHMS BBHIPOKEHHOCTH MOOOYHBIX 3(@exToB MpH IMTEIHHOM NPHMCHCHHH

4
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npenapara BepolInipoH peKOMEHAYETCs TPUMEHATD B KOMOWHAIHK C JPYTUMH Yy pPETHKaMH.

Omexu Ha one 3acmoiiHol cepOey Ol HEQOCMAMOYHOCHIU UNU Hepomuyecko20 CUHOpoma

HayasibHas mo3a cocTaBiageT 100 MI' B MOXKET M3MEHATHCA B HHTCPBAIC OT 25 nmo 200 mr/cyT,
nmpemnapaT MOXHO NpPHHEMATh 3a 1-2 mpuema. Ilpu mpueme fosiee BBICOKHX 03 Ipenapara
BepoInmmupoH MOXET IPHMEHSTBCS COBMECTHO C AMYPETHKOM, neficTByIOIMM B Oojee
IIPOKCHMAJIBHOM OT/€/Ie [OYeHHOro KaHaibla. B aToM Cirydae 703y IHperapara Bepommnupox

CICOyET CKOPPEKTHPOBATD.

JlonoanumenvbHas mepanus npu Ne4eHuu maxjcenou cepoeyHou nedocmamounocmu _(xnace -1V

no xnaccuduxayuu Hoio-Hopkckotl kapouono2uieckou_accoyuayuu (NYHA) u ¢ _¢paxyuei

gvibpoca <35%)

Ha OCHOBaHHMH pe3yJbTaToB PaHIOMH3HPOBAHHOIO HCCIIENOBAaHHSA NPHUMEHCHHS allbJaKTOHA
(RALES: cM. Taxxe paszen «PapMakoJUHAMHUKA)) YCTaHOBJICHO, 4TO, €CIIH COACPKAHUE KallHs
B CHIBOPOTKE KPOBH He npeBbimaet 5,0 MOKB/JI, 8 KOHIECHTpPaI|s KpeaTHHUHA B CBIBOPOTKE KPOBH
He NPEeBBIIAET 2,5 MI//UT, B Hadasle IpHMEHEHUs Ha QoHe GasoBoH CTaHJapTHOM Tepaluy 1032
CIHPOHOJAKTOHA JOJDKHA COCTaBiATh 25 Mr/cyT. [lammeHtam ¢ XOporieil MepeHOCHMOCTBIO
Tpenapara B Io3€ 25 MI/CyT, 0 KIMHHYECKHM HOKa3aHHAM MOKHO YBEIUIUTH 103y 10 50 mr/cyT.
[TanueHTaM, He TIEPEHOCAIMM penapar B 103¢ 25 MI/CYT, MOXKHO CHH3HTB JI03y Ipenapara 10

25 mr oxuH pa3 B 2 aus. (CMm. paszen « Mepsl IPEIOCTOPOKHOCTHY).

Hononnumenvras mepanusa NPU ie4esuy apmePUAIbLHOU SUNEPMeH3UY 6 cyiae HeooCmamoyHou

aghhexmusrHoCcmu panee NPUMEHAEMbLX SUNOMEHIUBHBIX NPENApAMos

HayanpHas 032 CIHPOHOJAKTOHA IIPH OJHOBPEMEHHOM TPMMEHCHHM C  JpyrMMH
MIIOTEH3UBHBIMH TIpenapaTaMu coctasiser 25 mr/cyr. Ecnu cmycts 4 Helleln apTephaibHOe
JIaBJICHIIE He JOCTHraeT [eJeBbIX 3HAUCHH I, 103a Ipenapara MoxeT OBITh yIBOEHa. Y MalHEHTOB
C apTepHaJbHOW TMIepTeH3MeH, MOMyYalolMX Mpenaparsl, KOTOPEIE MOTYT BBI3BATH Pa3sBUTHE
runepKaineMud (Hanpumep, HHruouTopbl AII® uiu 610KaToOpEl PEHENTOPOB AQHrHOTEH3HHA), 10
Hayaja MMPUMEHEHHs CIMPOHONAKTOHA CJIEMYET OIEHUTh COJACPKAHME Kajlusi W KpeaTHHHHA B
CHIBOPOTKE KpoBd. He ciiemyeT NpHMEHATH mHpernapar BepomNMpoH ManMeHTaM, Y KOTOPBIX
COJIEPKAHME KATKs B CHIBOPOTKE KPOBH NPEBBINAET 5,0 MMOJIB/JI, & KOHIEHTPAL|s KpeaTHHHHA B
CHIBOPOTKE KpOBH MpeBblmiaer 2,5 Mr/an. B Tedenme 3 MecsneB Iocie Havama IpueMa
CIIMPOHOJIAKTOHA CIEAYeT TIIATENIbHO KOHTPOJMPOBATh CONACPKAHHC Kalus ¥ KpeaTHHHHA B
KpOBH.

Acyum u omexu, 00ycl08/1eHHble YUPPO3OM NeeHU
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Ecnu coorHomenne uoHoB Na/K B Moue IpeBBIIIACT 1,0, cytouHas J03a IIpenapara HOJDKHE -
coctaBuath 100 mr. Ecimu yka3aHHO€ COOTHOIIEHHE MCHBIIEC 1,0, no3a mpenapara JOJDKHA
HaxomuThes B HHTEpBaie ot 200 xo 400 Mr/cyT.

HOIII[CP)KHB&IOHI&S{ J03a JOJIXKHA ONpeACIIThCA HHIABUAYJIBHO AJIA KaXX10ro MnamucHTa.

Tunoxanuemus

IIpenapar HazHadaeTcs B fo3e 25-100 MI/CyT, €CJI IPUMEHEHHE TIPENapaToB KaIusd Wik IpyTuX
KayMicOeperaronmx METOA0B ABIACTCS HEAOCTATOTHBIM.

Jlemu u nodpocmku 0o 18 rem

HavansHast [03a Ipenapara cocTapifer 1-3 MI/KT Macchl Tejla B CYTKH B 1-4 mpuema. [Ipu
TIPOBEICHAH MOEPXKUBAIONICH TEpanuy WA IPH OTHOBPEMEHHOM NPUMEHEHHH C JpyTHMH
JUYPETHKAMH [103a CIIUPOHOJIAKTOHA JIOJDKHA OBITH CHIDKEHA JI0 1-2 Mr/Kr Macchl Tena.

IIpH HeO6XOAUMOCTH MOXKHO IIPHTOTOBHTE CyCIICH3HIO U3 M3MEJIBUCHHBIX TabJIeTOK 25 MT.

Toorcunvie nayuenmaol

JledeHue mpenapaToM pPEKOMEHAYeTCs HAYMHATh C HAMMEHBIICH MO3bI € IOCTCICHHBIM €€
yBEJIHYEHUEM [0 IOCTIDKEHHS MAaKCHMAajbHOTO JKEJIaeMOro s¢pdekra. Crenyer cobmonarh
OCTOPOXKHOCT y MAIMEHTOB ¢ TSDKEIBIME HAPYIICHUSAMH (QYHKIMH MOYCK U NMEYCHH, KOTOPHIC
MOTYT BIIMATH Ha METaGONM3M H 9KCKPEIHMIO CIUPOHONAKTOHA. Kpome TOTO, MpH NPHMCHEHHH
mpemapaTa y MOXHIBIX AIUEHTOB CJEAyeT NPHHUMATh BO BHAMAHHC DPHCK PasBUTHA

THNepKaTHeMHH (cM. pasaen «Mepsl IPeIOCTOPOKHOCTH).

- Crioco® npuMeHEHU S

Kax MIpaBHJIO, CyTOYHAasA A03a CIIUPOHOJIAKTOHA IIPHHHUMACTCA 1OCIIE CABI 1 wmum 2 pasa B CYTKH.

IIpreM CyTOYHO# O3B! WK IIEPBOM 9aCTH CyTOYHOM JO3BI IIpEnapaTa peKOMCHIYeTCA yTPOM.

IloGounoe neiicTtBHe
HexenatenpHple peakiuu 00yCIOBIEHB KOHKYPEHTHBIM aHTarOHM3MOM CIHPOHOJIAKTOHA B
OTHOIICHHH IBJAOCTEPOHA (UTO TMPHUBOJMT K YCHJICHHIO JSKCKPEIMH Kagus), a TaKxe

AQHTHAHIPOTCHHBIM 3P PEKTOM CIIMPOHOIAKTOHA.

HexxenaTenbHBIE PEakUMH MPEICTaBIEHbl B BHIE pacnpeleleHus IO CHCTEMHO-OpPraHHbBIM
xiaccam cornacHo MedDRA ¥ ¢ yKa3aHHEM YacTOThI BOSHUKHOBEHHs coracHo MedDRA: odeHb
gacto (>1/10); wacto (o1 >1/100 o <1/10); mewacto (ot =1/1 000 1o <1/100); peako (ot >1/10
000 mo <1/1 000); ouenp peaxo (<1/10 000), yactoTa HE YCTaHOBJICHA (Henb3s OLIEHHTH IO

HMCIOIMUMCA IlaHHBIM).

Hapyiienusi co CTOPOHBI KPOBH U MG aTHIECKOU CUCTEMBI
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QOuenb pedxo: TPOMOOIMTOIICHHS, arPaHYJIOLHUTO3, 3031/1H0(bmnfvf”‘“ o

HapyineHusa ¢o CTOPOHBI HMMYHHOW CHCTEMBI

Peoko: TUNEepYyBCTBUTEIbHOCTD

HapyiiieHus co CTOPOHBI SHIOKPHHHOU CHCTEMEI

Ouenb pedxo: TUPCYTH3M

HapyuieHus co CTOPOHBI oOMeHa BEUIECTB U UTaHus
1

Ouyenwb yacmo: TANEpKAIHCMUSA
Yacmo: rATepKaTHeMHs”
Pedxo: THIIOHATPUEMHSL, AETHAPATAIHS, TOPHUPHS
Yacmoma ne ycmaHo61eHa: THIIEPXIIOPEMHYECKHH alli103

Hapyienust ICUXUKU

Heuacmo: ne3opueHTanus

HapyieHns ¢co CTOPOHBI HEPBHOM CHCTEMBI

Heuacmo: COHIMBOCTE>, TOJIOBHAs GOJIb
Ouenwp peoxo: napaiund, Napamierus

HapyineHus co CTOPOHEI cepala

Ouenb wacmo: apuT™Mun’

Hapy1enus CO CTOPOHEI COCYI0B

Oyenwb peoxo: 6acKyJIUT
Yacmoma He ycmanogiena: HexenaTebHas apTepuaibHas TANOTCH3HS

HapyinieHHs O CTOPOHBI JBIXaTENLHOM CUCTEMBL, OPraHoB TPYAHOH KJIETKHU U CPEOCTCHUA

QOuenb pedko: A3MEHEHHE Ioj0ca

HapyineHus co CTOPOHBI XKETYA0YHO-KHINICYHOTO TPaKTa

Yacmo: TOMHOTA, PBOTA
Pedko: TaCTPHT, A3Ba, XKEJIYA0YHOE KPOBOTEUEHHE, 6OJIb B JKEIIy IKE, AHapes

HapyieHus Co CTOPOHBI IIEYEHN U JKCTICBBIBOAAIINX myTei

Ouendb peoxo: TENATHT

HapyimeHus co CTOPOHBI KOXKH M HOJAKOKHBIX TKaHEeH

Peoxo: coiib, KpaUBHULA

Ouenv pedko: alomelus, K3eMa, KOJIbLEBHAHAS IPHTEMA, BOTYAHOUHOIOIOOHEIE H3MEHEHHUS
KOXHU

Yacmoma ne ycmanosnena: OyIUIe3HBIA nemuroun’

HapyineHus co CTOPOHBI CKEJIETHO-MBIIIICYHON U COEMHHTEILHON TKAHH

QOuenb peoxo: OCTEOMAIIAIUS

Hapyuenus ¢co CTOPOHBI HOYEK B MOYCBBIBOAAIIMX gyreﬁ
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Ouenwb pedko.: ocTpas MoYeIHas HEJOCTATOIHOCTD "

Hapyiienns co CTOPOHBI OJIOBBIX OPraHOB ¥ MOJIOYTHBIX KeJie3

Ouenb uagcmo: CHIKCHHE THOHMIO, SPeKTHIbHas JucyHKUHS, THHeKomacths (Y MYXKYHUH),
GOJIE3HEHHOCTh MOJIOYHEBIX JKejie3, 60Ip B Ipyad (Y MyX4MH), YBEIHUYCHHE MOJIOYHBIX JKEJIE3,
HapyIIEHHs MEHCTPYaIbHOTO LHKIIA (Y HKEHIMH)

Yacmo: Gecinonue’

QO6HIre paccTpoiicTBa H HAPYIIIEHUS B MECTE BBEJICHUSA

Heuacmo: acreHusd, yCTallOCTh

JIabopaTopHble © HHCTPYMEHTANIBHBIC IAHHDIC

Ouenb pedko: TIOBBIIIEHHE KOHIEHTPAIMH MOYEBMHBI B KPOBH, NOBBIIIEHHE KOHUCHTPAIHH
KPEaTHHHHA B KPOBU
Yacmoma He ycmanosnenda: TOBBIIICHWE CONEPKAHMsS TIHKO3HIMPOBAHHOTO TEMOIIOOHMHA

(HbAlc)

1V manpeHToB ¢ MOYEYHOH HEAOCTATOYHOCTHIO M Y HALMEHTOB, OJJHOBPEMEHHO ITOJYYAIOIIHX
mpenaparsl Kajusl.

2V HOoXWIBIX AIHEHTOB, IPH CaXapHOM JuadeTe U y MalMeHTOB, OJHOBPEMEHHO IIPUHHMAIOLINX
uHrubuTops! AIID.

3V manueHToB ¢ [UPPO30M HEUEeHH.

4 V manueHToB ¢ MOYeYHOH HEAOCTATOUYHOCTHIO U y MALMEHTOB, IIOTyYalONIMX IIperaparThl Kajius
OJTHOBPEMEHHO CO CIIMPOHOJIAKTOHOM.

3 [py MpHUMEHEHHUH TIpenapara B BRICOKHX JTo3ax (450 mr/cyT).

¢ Kak npaBuJIo, IpH JUTATEIEHOM IIPUMEHEHHH.

OGBIMHO MOCTIE MPEKPAIIEHHS PHeMa CIHPOHOIAKTOHA HeKeNaTenbHble 3P HEKThl HCUE3A0T.

IlepenoznpoBka

Cumnmombi

Tlepeno3upoBKa CIUPOHOIAKTOHOM MOXKET BBI3BATE COCTOSIHMS U CAMIITOMBI, KOTOPBIE OTHOCATCS
K HEXeJaTeIbHBIM peakiusM, HaOMoJaeMbIM Ha (oHe ero npuema (Hampumep COHIHBOCTS,
CIyTAaHHOCTh CO3HAHMS, MAaKyJIONAIyJe3Hasd HIA OSPUTEMATO3Hasd Chillb, TOIIHOTA, PBOTA,
TOJIOBOKPYKEHHE, nuapes). B peakmx ciydasX MOXeT HabIIoaThCs TMIIOHATPUEMHS HIH
THIIEpPKATHEMHS, OCOGEHHO y MAUHEHTOB C HapyIIEHMAMH (YHKIMM NOYEK; Y NALHEHTOB ¢
TSOKEJIBIMHE 3a60/IEBaHHSMH TIEUSHH TIEPEI03MPOBKA MOXKET IPUBECTH K NEYCHOYHOH KOME.

Jleuenue



LI e T _—

538 -2019

CuMITOMaTH4ECKOE, CHCHI/IQ)I/I‘IGCKOFO aHTHAOTa HE cymecmyer. CneayeT HO}U{CP)KI/IBH.TL

BOJIHO- BHCKTpOJIPITHI:II/I H KI/ICJ'IOTHO-HICJ'IO‘-IHOI/I OajaHc ¢ MOMOUIBIO KaJ'II/II’IBBIBOHﬂIlII/IX
JUYpPECTHKOB, MapeHTEpajIbHOTO BBCACHUA TJIXOKO3bl 1 HHCYJIAHA. B TsoKensIX ciydasiX npoBOIAT

reMOJHAJIN3.

BsaumojeiicTBHE ¢ IPYTHMH J1eKapCTBEHHbIMH CPEICTBAMH

OHOBpEMEHHBIH IIpHeM IIpenapara Bepommnupon ¢:

—  JIpYTHMH KanuiicOepe2aioujumu OUypemuxamu, unzubumopamu AII®, anmazonucmamu
peyenmopos anzuomenzuna II, 6roxamopamu aib00CMepOHa, npenapamamu Kaiui, a
TaKKe COOMONEHHe GOraTol KamueM JHMeTHl, WM YNOTpeOlNeHHe KajlHui-CoAepkaimx
3aMeHHTeNel COMM, MOXET IPUBECTH K PA3BUTHIO TSOKEJION HNEPKATHEMHAH.

— TToMHMO JIeKapCTBEHHBIX CPEACTB, JOCTOBEPHO BBI3BIBAIOIIUX THNIEPKATHEMHIO,
OIHOBPEMEHHOE IPUMEHEHUE KOMOUHAYUY mMpuUMemonpum/cynopamemoxcason
(aHmubuomux, Hasvleaemblil KO-MPUMOKCA3010M) CO CITHPOHOJIAKTOHOM MOXCT IPUBECTH
K KJIMHHUYECKH 3HAYMMOM THIIEPKaTHEeMHUH.

— Ilpuem Opyeux Ouypemuxo6 — yCHINBAET ANy PeE3.

—  HmmynoOenpeccanmui, YUKI0CROPUH U MAKPOAUMYC MOTYT IIOBBIIATE PHCK PasBATHA
THIIEPKAIHEMHH, BEI3BIBAEMOM CIIUPOHOTAKTOHOM.

—  Konecmupamun, GMmOHUs X10pu0 MOTYT TAKXKe MOBBIIATH PUCK PAa3BUTHSA IMIICPKATUEMUH H
THIIEPXJIOPEMUYECKOTO METAO0IHYECKOTO aluI03a.

—  Tpuyuxnuueckue  aHMUOENpeccawmvl U  AHMUNCUXOMUKU  MOTYT  yCHJIMBATH
AHTHIMIIEPTEH3UBHBIN 3G (EKT CIIMPOHONIAKTOHA.

—  Tunomensuenvie cpedcmeéa — CIAPOHONAKTOH MOTEHIMPYET ACHCTBHE TMIIOTCHSHBHBIX
IpenaparoB, 103y KOTOPHIX IIPH OJHOBPEMEHHOM IIPHEME CO CIHPOHONIAKTOHOM,
BO3MOXHO, NOTPeOyeTCs CHH3UTh W KOPPEKTHpOBaTh B NalbHEHIIEM B Cily4dae
HeoOxoxuMOoCTH. I10cKOIbKYy MHIHOUTOPEI ATIQ CHHMXAIOT BHIPAaOOTKY NbIOCTEPOHA, HE
cledyeT MCMONb30BaTh Mpenaparhl JaHHOH IPYIIBI COBMECTHO CO CIMPOHOJNIAKTOHOM Ha
IIOCTOSHHOM OCHOBE, OCOGCHHO Y HAIHEHTOB C yCTAHOBICHHBIM HapylleHHEM (yHKIMH
TIOYEK.

—  OIHOBpEMEHHBIHA IPHEM C HUMPOSIUYEPUHOM, UHLIMU HUMPAMAMY UTYU 64300UNAMAMOPAMU
MOXET YCHIIMBATh aHTUTHIIEPTEH3UBHBIH 3 (eKT CIHPOHOIAKTOHA.

—  Ankozonb, 6apbumypamvl ulu HAPKOMuUYeCKue npenapamel — MOTYT IIOTCHIMpOBATDH
CBA3aHHYIO CO CIIEPOHOJIAKTOHOM OPTOCTATHYECKYIO TMIIOTCH3HIO.

— Ipeccopuvie amunel (HOPIMUHEPPHH) — CIMPOHONAKTOH CHIKAET COCY AMCTBIC PEAKIIMK Ha

HopamuHedpuH. [0 3TOH IpUUMHE CreAyeT coOMOaaTh OCTOPOXHOCTE MPH MPOBEACHHH
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MeCTHOI HIH 06l AHeCTE3HH Y MAlMEHTOB, TPHHHMAOIIHX CIIMPOHOAKTOH.

Hecmepouduvie npomueoeoCcnanumenbHole npenapamol (HIIBII) — y HEKOTOPBIX MallACHTOB
npuem  HIIBIIT  Moxer  CHHXarh JIHypETHYECKHUI, HaTpUMypETHIECKHH  H
AHTHTUIEPTEH3MBHBIH 3 )EKTHI IETNEBBIX, KAMACOepEraloliX i THA3HITHBIX JIHYPETHKOB.
OnuoBpemennoe npumeHenue — HIIBII (manpumep, AIlCTAICAIUIIHIOBON  KHCIIOTBI,
MHIOMETAIIMHA X Me(eHaMOBO#H KHCIOTHI) ¢ KamuidcOeperalomuMu My PETHKaMH MOXET
NPUBECTH K PA3BUTHIO TSDKENOH THIEpKalMeMuH. Takum 06pa3oM, TP OJIHOBPEMEHHOM
npueme cnupononakrosa ¢ HIIBII ciexyer TmATENbHO KOHTPOJMPOBATH COCTOSTHHE
MalMeHTa Ha PeMeT JOCTHXEHHs XKeIaeMoro o¢gexra MOYErOHHOTO Npenapara.

I'iokoxopmuxocmepoudst, AKTI' — MOXeT yBEIMYMBATBCA — CKOPOCTR BBIBEJICHHS
3NEKTPOJHTOB, B YACTHOCTH, MOXET HaOJIOaThCs THIOKATAEM U

JTuzoxcun — CIHPOHONAKTOH MOXKET yBEIMYMBATH [IEPHON MOy BBIBEICHHS IHTOKCHHA, 1ITO
MOJET MPHBECTH K YBEIMYEHHIO KOHIEHTPAMH IUTOKCHHA B CBIBOPOTKE KPOBH H, KaK
CIIEJICTBHE, YCHICHHIO €r0 TOKCHYHOCTH. [Ipy mpremMe CIMPOHOIAKTOHA MOKET
I0TPe6GOBATECA CHIDKEHHUE JO3BI AUrokcuHa. CiielyeT TIaTenbHO KOHTPOIMpOBATh
COCTOSHHUE TIAIMEHTA [UTs IPEIOTBPANCH S IIEPEA03UPOBKH JUTOKCHHOM HIIH
HEOCTATOYHOMN TUTUTAIIM3AIMH.

Brusinue npenapama Ka pesyibmamel 1a60pamoPHbIX UCC1e008GHUH — B JIATEPATyPE OMMUCAHO
HECKOJIHKO CJy4aeB BIMSHHS CONHPOHOJAKTOHA HIIM €r0 METabONMTOB Ha IOKa3aTelb
KOHICHTPAIlWH JIATOKCHHA, ONpENECHHBI METOIOM pPajMOMMMYyHHOTO  aHalHsa.
KMHHYecKas 3HaYMMOCTh JIaHHOTO B3aHMOJICHCTBUS II0Ka HEACHA.

Ipu @nyopumempuueckom ananuse CAPOHONAKTOH MOXET BIMATH Ha PE3yJIbTaT aHANA3d
COIEpKAHUs COSIUHEHHH C aHAJOTHYHBIMH IapaMeTpaMH ¢ayopecueHIuy (HampUMeD,
KOPTH30J1, SITHHEDPHH).

AHmunupun — CIEPOHONAKTOH yCKOPAET METab0IM3M aHTHIMPHHA.

Ipenapamur 1umus — KaK IPABUJIO, IPETIAPATHI JIATHS HE CJIEyEeT MPUMCHATE COBMECTHO C
JIAy PETHKaMH.

Jluypemuky CHAXKAIOT TIOYEUHBIH KIMPEHC JIMTHS ¥ MOBBIIIAIOT PHCK PasBUTHA TOKCHYECKUX
3¢ hexTOB NpenapaToB JIUTHS.

Kapbenoxconon — MOXET BBI3BIBATh 3aJIEPKKY HATPHs B OpPraHM3Me H, KaK CICACTBHC,
CHIXATh SGQEKTHBHOCTH CHMpOHONaKToHa. Crexyer u30erath OIHOBPEMCHHOTO
IpUMEHEHNs KapOEHOKCOIOHA U CIIUPOHOIAKTOHA.

Kapbamasenun — TP OJHOBPEMEHHOM NPHMCHEHWH C NMYPCTHKaMH Mpenapar MOXCT
BBI3BATh KIIMHHYECKH 3HAYUMYIO TMIIOHATPUEMHUIO.

Ie nAapum, HU3KOMONEKYIAPH bill 2cenapun - OTHOBPEMEHHOC TNIPUMEHEHHUE Cco
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CIIMPOHOJIAKTOHOM MOXKET IIPHUBECTH K TKETOoM THINCPKAITHEMHH.

IIpousoOnvie Kymapuna — Ipenapar CHIXaeT 5((PEKTUBHOCTD JAHHOM IPYIIIBI IPETIapaToB.

CIUpOHONAKTOH MOXET yCH/IMBarh ACHCTBHE dHANI0206 I'nPI’ (roHaJOTPONMH-PEIN3UHT -

TOpMOHR): TPHIITOpENIHHa, OycepeniHa, roHaiopeIrHa.

MepbI IPeAOCTOPOKHOCTH

C ocoboit OCTOPOXHOCTBIO CIIMPOHOJIAKTOH CJIEAYCT NIPUMEHATD Y NalUeHTOB, OCHOBHOC

3abo0jIeBaHKC KOTOPBIX MOXXCT TIIPOBOIIHPOBATH Pa3BUTHEC allig03a H/ v THIICPKATUEMHH.

[TamuenTts: ¢ uaberudeckodi HegpomaTHell HMEIOT TOBBINCHHBIH DPHUCK PasBHTHA

TUIICPKAJIUEMHHU.

HpneM CIIHPOHOJIAKTOHA MOXKET BBI3BATh TPaH3UTOPHOE TOBBINICHUC a30Ta MOYEBHHEBI KPOBH

(AMK), ocoGeHHO Ha (OHE HMEIOIIETOCs HapyIICHUS (GYHKIMH [TOYEK ¥ MHIEPKATMEMHH.
CIHpOHONIAKTOH MOXET BbI3BaTh O0OpaTHMBIH THIIEPXJIOPEMHUYECKHI MeTaboInYeCKUH
anumo3. TakuMm 06pasoMm, MpH NPUMEHEHHH Ipenapara y HAalMEHTOB ¢ HApyLICHMAMH
QyHKIMM TIOYeK M IEYCHH, a TakKe y NAHUEHTOB MOXHMJIOrO0 BO3pacTa, HEeoOX0AUM

perysapHbIi KOHTPOJIb IOKA3aTeNleH 3IEKTPOIUTOB CHIBOPOTKA KPOBH H (GYHKIMH TTOYEK.

OlIHOBpeMeHHOC OPUMEHCHHC  CIHPOHOJIAKTOHA C InpemaparamMy, BBI3BIBAIOITUMH

THIepKaTMEMHIO (HalpUMep, IpyTHe KaluicOeperaromue 1ny peTHKY, uaruduropsl AI1D,
AHTATOHUCTHl pPeUeNnTopoB aHruoreHsuHa II, OGrokaTophl albIOCTEPOHA, TCHApHH,
HI3KOMOJIEKY/IpHBIN TeNapyH, IpenapaTsl Kamms, Oorarasd KalueM IUeTa, ynotpebiaeHne
KaIHH-COepKallluX 3aMEHUTENeH CONHM), MOXET NPHBECTH K Pa3sBHTHIO TSDKEIION

THINCPKAIIHCMHH.

— TunepkanueMuss MOXET IPHBECTH K CMEPTCIBHOMY HCXOZy. KpuTHyeckd BaXHO

KOHTPOJIMpPOBAaTh W KOPPEKTHPOBATh COJIEPKaHHE Kalus y MAlMEHTOB C TSDKEJION (GopMoi
CepIedHON HEIOCTATOYHOCTH, MOJIYYAlOMMX CIUpOHONaKkToH. He criexyeT NpUMEHATH
npenapaT COBMECTHO C APYTHMH KaluHACOeperaioluMH JHypETHKaMH. VY manueHToB ¢
CONepXaHHEM Kalusi B CHIBOPOTKE BbIIE 3,5 MOKB/JI MPOTHBOINOKA3aHO MPUMEHCHHE
NpenapaTtoB Kaiusd. PeKkoMeHIyeMas d9acToTa MOHHTODHHTA COAEpXaHusd KaiMd — H
KpeaTMHHHA - Yepe3 HeJENIo IOCIe Hadaja [pueMa Mpenapara Wid yBENHICHHSA J03bI
CIIHPOHOJIAKTOHA, €)XEMECIIHO B TEUCHHE NEPBBIX 3 MECSIEB, 3aTE€M €XKEKBapTAIbHO B
TeyeHHe ToJa, Mocie 4ero — Kaxasle 6 mecsues. 1Ipu coxepxaHuH Kajius B CbIBOPOTKE
KpoBH Gonbme 5 MOKB/I WIH KpeaTHHHHA Ooibiue 4 MI/[J1 ClieayeT BPEMEHHO WIH
IIOJIHOCTBIO NIPEKPATHThL MPHEM CITHPOHONAKTOHA. (CM. pasjen «Cnoco6 mpUMeHEHHs U

10361, JJononnumensHas mepanus cepOeytot HeOOCMAMOYHOCMU).

— V manmeHToB ¢ mopdupueil mpemnapar BepommupoH CIEAYCT NPHMCHATE C ocoboi
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OCTOPOXHOCTBIO, IIOCKOJIBKY MHOTHE IIPEIIapaThl IIPOBOIHPYIOT OﬁocméHﬁ; nopqmpnn -

—  Tlpu npueme Ipenapara 3anpemaeTcs ynoTpeoieHne arkoros.

— B ciiyuae HEIEPEeHOCHMOCTH JAaKTO3bl ClefyeT NPHHUMATbh BO BHUMAHHC, HTO Kaxaas
TabJieTKa mpenapara BepolmupoH COACPKUT 146,0 Mr naKTo3s! MOHOTH/paTa. JlaHHBIH
mpenapar He CieAyeT IpPHHAMATh MallieHTaM C TakHMH DPEIKAMH HACJIe/ICTBEHHBIMU
3a60/IeBAHUSMY, KaK HENEPEHOCHMMOCTh TalaKTO3bl, JaKTa3Hasd HENO0CTATOYHOCTH HIH

CHHZPOM IJIFOK030-TaIaKTO3HOH MaibabcopOIuy.

Bausinue Ha CHOCOOHOCTH K yupasJeHHIO TPAHCHOPTHBIMH cpeacTBAaMHM H Ha p360Ty Cc
MeXaHHU3MaMMH:

B nauane NIpUMCHECHU IIpeniapaTa B TCUCHUE HHIUBHUIY AJTBHO OIIPEaCICHHOTO BpEMCHH CJIENYCT
BO3JEPXKATHCA OT YIIPaBJICHUA TPAHCIIOPTHBIMU CPEACTBAMH H oT pa60TI>I C NOTCHIUAJIBHO
OIMacHBIMH MeXaHu3MaMmu. B manpHeieM orpaHHueHUs JOJDKHBI OnpeacIThCA

HHIAUBHIYAIbHO IJIA KaXX10T0 IMarucHTA.

¥YnakoBka
20 TabieTok B 6muctepe u3 [IBX/AL

1 GECTEp B KAPTOHHOM KOPOOKe C MPHIIOKEHHOH HHCTPYKIHEH 0 MPUMEHCHHIO.

YcaoBus XpaHeHHs
XpanuTh npH Temmneparype He Bpime 25 °C.

XpaHWUTH B HETOCTYIIHOM JJISI IETEN MeCTe.

Cpox roanocTu
5 ner

He ucnons3oBars [penapar 1o HCTCYCHUH CpoKa roJHOCTH, YKa3aHHOT'O Ha yIIaKOBKE

YcaoBus oTycKa

Ilo peuenty Bpaya

Hudopmanus o NIPOH3BOAHTEIE
OAO «I'eneon Puxtep»
1103 Bynanemr, yi. Jigmpén, 19-21, Benrpus

KoMnanus, MPEACTABJIAIIAA HHTEPECHI NMPOH3BOIUTE/IA U 3aABHTE/INAL

OAO «I'eneon Puxrep»
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1103 Byaanemr, yi. {gmpén, 19-21, Benrpus

TenehoH ropsuei IMHAX (3BOHOK GeCTUIATHBIA): 7-800-555-00777
DexTpoHHBIH aapec: drugsafety@g-richter.ru
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