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NHCTPYKLUA
10 MEAMIIMHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOTI'O ITIPEITAPATA

Amiaoaunun PeneBau
Ilepeo npumenenuem nekapcmeeHH020 NPenapama 6HUMAMENbHO NPOYUMALime UHCMPYKYUFO.
Coxpansitime uHcmpyKyuioo 00 OKOHYaHus npuema npenapama. Ilpu 603HuKkHOGeHUU

O0ONOIHUMENbHBIX 80NPOCO8 3adatime ux Bawemy nevawemy epauy.

Perucrpauuonnniii Homep: JIII-006377

Toprosoe HanmeHoBaHue: AMaoaunuH Penesain

Me:xayHapoaHOe HeIATEeHTOBAHHOE HAMMEHOBAHMeE: aAMJIOIUTTUH

JlekapcTBeHHas popma: TabIeTKH

Cocras Ha oaHY Ta0J1eTKY

eiicmeyrowee seujecmeo:

AmitogunuHa 6e3uiiaT (amiIounHa OecrIar) - 6,944 mMr — 13,889 mr

(B mepecyeTe Ha aMJIOAUIIHH) — 5,000 mr — 10,000 mr
gcnomozamenvhvie geujecmsa: 1emmono3a Mukpokpucramnumdeckas (MKII-200), xambius
ruapodocdar, kapboKkCHUMETHIIKpaxMall HaTpus, MarHus cTeapar

Onucanue

s oosuposxu 5 me

Kpyribie miockonummHapuyecKue TabaeTKu 6eI0ro Wi MoYTH 0eNoro 1Beta ¢ (packo.

s oosuposxu 10 me

Kpyrnple miockonuinHapruecKue TaOIeTKH Oeloro WM MoYTH Oenoro IBeTa ¢ (ackoil u

PHUCKOH.


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

AKLUMOHEPHOE OBLLECTBO
_— MPON3BOACTBEHHAA ®APMALIEBTUYECKAA

KOMMNAHWNA OBHOBJIEHUE
RENEWAL Ten./dakc: 8 (800) 200-09-95

dapMakoTepaneBTHYeCKasi TPyNIa: OJIOKaTOp «MEAJICHHBIX)» KAJbIIUEBBIX KAHAJIOB.

Kox ATX: CO8CAO1

dapMaKoJIOrHyecKue CBOMCTBA

DapmakoounHamuka

[IpousBosHOE aUrMApONMpUIUHA — OJIOKATOp «MEIUIEHHbIX» KaibliueBblX KaHaioB (BMKK),
OKa3bIBaeT THUIOTCH3MBHOE W AaHTHAHTMHAIBHOE JCHCTBHE. bBIIOKHpyeT «MeIIeHHbIe»
KaJbIIMEBbIE KaHAJbI, CHIDKACT TPAHCMEMOpAHHBIM IEepPex0o]] HOHOB KaIbLUS B KIETKY
(B Oompmiell cTenmeHW B TJaJKOMBIIICYHbIE KIETKH COCYIOB, 4Y€M B KapJAWOMHOIIHTHI).
AHTHaHTHHAIBHOE JIEHCTBHE OOYCIIOBJICHO pPACHIMPEHHEM KOPOHAPHBIX M MepudepuyecKux
apTepuil U apTEPHOII:

® 1pU CTCHOKAapIWM YMCHBIIACT BBIPAXCHHOCTh HWIIEMHUH  MHOKap[a, pacIIupss
nepudepudeckue apTepHosbl, CHIKAaeT olliee nepupepuyeckoe COCyIUCTOE COMPOTHBIICHUE,
YMEHBIIAeT NOCTHArPy3Ky Ha Cep/lle, CHIKAeT MOTPEOHOCTh MUOKap/a B KHCIOPOJE;

® pacuMpsii KOPOHapHbIE apTepUM U apTEPHOJIbl B HEM3MEHEHHBIX U B MIIEMU3MPOBAHHBIX
30Hax MHOKap/a, YBEIIMYUBAET HOCTYIUIEHUE KHCIIOpoJa B MHUOKapA
(0coOeHHO MpH Ba30CNACTHYECKONW CTEHOKApAUH), IPEAOTBPALIAET ClIa3M KOPOHAPHBIX apTepui
(B TOM 4YHCIIe BEI3BAaHHBIN KypeHUEM).

Y npauMeHTOoB €O CTAaOMIBHOM CTEHOKapAMeH pas3oBas CyTOYHas 1032 YBEJIMYMBAET
TOJIEPAHTHOCTh K (PU3MUECKOW Harpyske, 3amelUlsseT pa3BUTHE MPUCTYIOB CTEHOKapIUH U
«uiieMu4eckoi» nenpeccun cermeHta ST, CHHMXKAaeT 4YacTOTy HPUCTYIOB CTEHOKAPAUU U
NOTpeOIeHNs: HUTPOIJIMLEpUHA U IPYTUX HUTPATOB.

Oxa3zpIBaeT JUIMTENBHOE J0303aBUCHMOE TMIIOTEH3MBHOE JAeHCTBHE. ['MIoTeH3uBHOE JeicTBUe
00yCJIOBJIEHO MPSAMBIM Ba3OAWIATUPYIOIIMM BIMSHMEM Ha TIJIaJKUE MBIl COCYIO0B.
IIpu aprepuanbHOi THIIEPTEH3UU pa3oBast /103a 00ecleunBaeT KIMHUYECKH 3HAYUMOE CHIKCHHE
aprepuanbHoro aasieHus (AJl) Ha mpoTspkeHHH 24 4acoB (B MOJIOKEHHM MALMEHTa «IeXa» U
«CTOS»).

OprocraTiyeckasi TUIOTEH3Us PU MPUMEHEHUHN aMJIOJMIIMHA BCTPEUAeTCs JOCTATOUYHO PENKO.
AMIIOIMTIMH HE BBI3bIBAET CHIDKEHUS TOJEPAHTHOCTH K (DU3MYECKOM Harpyske, (pakuuu
BbIOpOCA JIEBOTO JKeNyJ0UYKa. YMEHBIIAET CTeNeHb IMIepTpoGuu MHOKAp/Ia JIEBOTO JKEIyI0UKa.
He oka3biBaeT BIMSHUS Ha COKPAaTUMOCTb M IPOBOJMMOCTH MHOKap/a, HE BbI3bIBAET
pedeKTOpHOro yBEeTHUEHHUsI 4acToThl cepaeuHblx cokpamienuit (HCC), TOpMO3UT arperauuio
TPOMOOIIUTOB, YBEIMYUBACT CKOPOCTh KJIyOOUKOBOM (uibTpauuu, obnagaer ciaadbiM

HaTpuilypetnueckuM jaedictBueM. llpm nuaGetnueckoid HedpomaTMu HE  yBEITUYHMBACT
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BBIPOKEHHOCTh MUKPOanbOymMuHyprun. He oka3piBaeT Kakoro-ando HeOIAronpusaTHOTO BIIHSHUS
Ha OOMEH BEIIECTB M KOHIICHTPAIMIO JUIHJIOB TUIA3MBI KPOBH U MOXET MPUMEHSTHCS TIPU
Tepalnuy MAalUEeHTOB ¢ OpOHXWAJIbHOW acTMOM, caxapHbIM JMa0eTOM U MOJarpou.
3naunmoe camkenue AJl Habmogaercs yepes 6-10 wacos, mmuTenbHOCTh 3 dekra — 24 yaca.

VY mnmanueHToB ¢ 3a00JIEBAHHMSMHU CEPACUYHO-COCYIMCTONM CHCTEMBbl (BKJIIOYAsh KOPOHAPHBIM
aTepOCKJIEPO3 C MOPAKEHUEM OJJHOTO COCyla U J0 CTeHO3a 3-X U OoJiee apTepuil, aTepoCKIepo3
COHHBIX apTepHil), MepeHecHIuX HHPAPKT MHUOKApJA, UYPECKOXKHYIO TPaHCIIOMHUHAIBHYIO
kopoHapHyto anruoractuky (UTKA) wim y manveHToB CO CTEHOKAapJaued NpUMEHEHHE
aMJIOJIUIIMHA TIPEIYNPEXKTACT PAa3BUTHUE YTOJIICHUS KOMIUIEKCA «HUHTHMAa-MEIHa» COHHBIX
apTepHil, CHI)KaeT JeTaJbHOCTh OT MH(apkTa MUokapaa, uucynpra, YTKA, aopTo-kopoHapHOTrO
IIYHTUPOBAHMSI, TMPUBOJUT K CHIDKCHHIO YHCJIa TOCMUTAIM3allMd 1O TOBOJY HECTaOWIBLHOU
CTEHOKApANM H TMPOTPECCHPOBAHUS XPOHUYECKOW cepaeuHor HemoctarouHoctn (XCH),
CHHKAET YaCTOTY BMEIIATENIbCTB, HAMIPABJICHHBIX HA BOCCTAHOBJIEHHE KOPOHAPHOTO KPOBOTOKA.
He nmoBblmaer nokasarenb CMEPTHOCTH WM PA3BUTHS OCIOKHEHHW U JIETAIBHBIX MCXOIOB Yy
nanueHtoB ¢ XCH (III-IV dyakmmonansHeii kimacc mo kinaccuukanmuu NYHA) Ha done
Tepanuy AUTOKCUHOM, JUYPETUKaMU U MHTUOMTOPaMU aHTHOTEH3UHIIPEBpalaoiero Gpepmenta
(AII®). ¥V mamuentoB ¢ XCH (III-IV dyakmumonansHeiil kitace no kinaccudukamuu NYHA)
HEUIIEMHUYECKOW JTHOJIOTMM MpPU MPUMEHEHUM aMJIOJIMIIMHA CYIIECTBYET BEPOATHOCTh
BO3HUKHOBEHHUSI OTEKA JIETKUX.

dapmakokunemuka

Bcacvisanue

[Tocne nmpueMa BHYTpb aMJIOJUIIUH XOPOILO a0COPOUPYETCs U3 JKETyI0YHO-KUIIIEUHOTO TPaKTa.
Cpennsas abcomtoTHas OMOAOCTYNHOCTh cocTaBiseT 64-80 %, MakcuManbHasi KOHLEHTPALUS B
CBIBOPOTKE KpOBM Habmiomaerca yepe3 6-12 yacoB. PaBHOBecHass KOHIICHTpAIUsl JTOCTHUTAETCs
nocie 7-8 ngHelt Tepanuu. OJHOBPEMEHHBI MpUEM TNHUINM HE BIMSIET Ha abcopOIuio
aMJIO/IUIIHHA.

Pacnpeoenenue

Cpennuii 06beM pacrpeneneHusi coctaBisieT 21 /KT Macchl Tena, YTO YKa3bIBaeT Ha TO, YTO
OoJbIIIast 4acTh MpernapaTa HaXOAUTCSA B TKAHSX, a OTHOCUTENIHHO MEHbIIas — B KpoBU. bosbias
4acThb Npenapara, Haxoasuierocs B kposu (97,5 %), cBsizbIBaeTCs ¢ OENKaMU MJIa3Mbl KPOBH.
Memabonusm

AMIOMUNUH TOJABEpraercs MEAJCHHOMY, HO aKTUBHOMY MeETa0OluM3My B TI€YEHH NpU

OTCYTCTBHUU 3HAYUMOI'O B(I)Q)CKTB. (IICPBUYIHOTO MPOXOKACHHUA» UCPE3 IMMCUCHDb. MeTa0OoauThl He
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00Ja/1at0T CYIECTBEHHOU (PapMaKOIOTHIECKON aKTHBHOCTHIO.

Buvigseoenue

[Tocne omHOkpatHOrO TpHiemMa BHYTpb mepuoi mnosyBeiBeneHusi (TY2) Bapbupyer ot 35 10
50 d4acoB, mpu MOBTOPHOM Ha3HaueHuM TY%2 coctaBisger NpUOIU3UTENBHO 45 Yacos.
Okono 60 % TpUHATOW BHYTPb 03Bl BBIBOJUTCS IOYKAMU MPEUMYIIIECTBEHHO B BHUJIE
MeTa0oHToB, 10 % — B HEM3MEHEHHOM BHjE, a 20-25 % — yepe3 KUIIEUHUK C Kemubto. OO0mmii
kimpeHc amyoaunuaa cocrasisier 0,116 mu/c/kr (7 mu/mun/kr, 0,42 11/4/kr).

IIpumenenue y nodxxcunvix nayuenmos

VY noxuibIx nanueHToB (crapiie 65 yeT) BhIBeJeHHe aMioaunuHa 3ameieHo (T%2 — 65 yacos)
10 CPaBHEHUIO C MOJOJBIMH TAIMeHTaMH, OJHAKO J3Ta pPa3HUIlAa HE HMEET KIMHHYECKOTO
3HAYCHHS.

Ilpumenenue y nayuenmos ¢ neyeHo4HoU HedoCMamoyHOCHbIO

Vanmunenne TY2 y NalMEHTOB € TMEYEHOYHOW HEAOCTATOYHOCTBIO MPEANOJIaraer, 4YTo MpHU
JUTUTEIbHOM MPUMEHEHHH KyMYJISIUS rpenapata B opranusme Oyzet Boiie (TY2 go 60 gacos).
IIpumenenue y nayueHmos ¢ noueyHoul HedoCmamoyHoOCmoio

[ToyeyHast HEIOCTATOUHOCTH HE OKA3bIBAET CYILIECTBEHHOTO BIMSHHS Ha KHHETUKY aMJIOIUIIHHA.
[Ipenapat nponukaet uepe3 remaTosHIepanueckuii 6aprep. [lpu remoananuse He yaanseTcs.
IMoka3anusi K NPUMEHEHUIO0

e AprepuanbHas TruOepreH3uss (B MOHOTepanud WIM B KOMOMHAIMM C JIPYTUMHU
TUINOTEH3UBHBIMU  CPEICTBAMU: JWypeTHKaMu, OeTa-apeHo0JoKaToOpaMu, HHTHOUTOpaMU
aHTMOTEH3UHIIPEBpaIatoIIero pepmMeHTa);

®  CTEHOKapaus HaNpsHKEHUS, Ba30CMacTHYecKas CTEHOKapIus (creHokapaus
[IpuninMerana) — B MOHOTEpAaNnUM WIM B KOMOMHALMU C JAPYTUMHU aHTHAHTMHAJIbHBIMU
JIEKapCTBEHHBIMU CPEJCTBAMHU.

IIporuBonOKa3aHNs

e [loBbllIeHHAass  YyBCTBUTEJIBHOCTh K  aMJIOJUNMHY W JIPYTUM  IPOU3BOJHBIM
JUTHAPONTUPHUINHA, TOBBIIIEHHAs YyBCTBUTEIBHOCTD K IPYTUM KOMIIOHEHTaM Ipernapara;

e  TspKeNas apTepuaibHas runoteHsus (cucronudeckoe AJl Mmenee 90 MM pr.cT.);

e  OOCTpPYKIIMS BBIHOCSIIETO TpPaKTa JIEBOTO JKEIyAOYKa, KIMHUYECKH 3HAYMMBIA CTEHO3
aopThI;

® 10K (BKJIIOUYasl KapJIMOT€HHBIN IIOK);

L4 TeMOJUMHAMHWYCCKH HecTaOMIIbHAs cepacuHasd HEAOCTATOUYHOCTD ITOCJIC I/IH(papKTa MHOKapJa;
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e  OCpPEMEHHOCTD U MEPHOJ IPYJHOTO BCKAPMIIUBAHHS;
e Bo3pact g0 18 et (3¢pekTHBHOCTH U 6€301IaCHOCTH HE YCTAHOBIICHBI).

C 0CTOPOKHOCTHIO
e Hapymenne QpyHKIMH NTEYEHU;
®  CHHJPOM CIIa0OCTH CHHYCOBOTO y3i1a (BbIpaKeHHAast OpaguKapans, TaXUKapIus);

L4 XpOHHUYCCKas cepacyHasn HEAOCTATOYHOCTD HEUIIEMHISCKOM O9THUOJIOTHH

(ITI-1V ¢ysxmonaneHOTO Kitacca 1o kinaccupukanuu NYHA);
e HecrabWibHas CTEHOKapus (3a UCKIIIOUeHueM cTeHokapauu [IpunnmMerana);

L4 JICTKas1i WX YMCEpPCHHasA CTCICHb apTepI/IaJILHOfI TUINIOTCH3WH, IIpU OJHOBPECMCHHOM

MPUMEHEHUH ¢ MTHTUOUTOpaMu Ui nHaykropamu nzopepmenta CYP3A4;
®  AOpTAJBHBIN CTEHO3, MUTPAIBHBIN CTEHO3;

e rumneprpoduueckas 0OCTpYKTHBHAS KapIUOMHOIIATHS;

®  ocTpbli HHPapKT MUOKapaa (M B TedeHue | Mecsiiia mocie Hero);

e HapymnieHue (yHKIIUH MMOYEK;

L4 Y HalMCHTOB IMOXKUJIOTO BO3pacTa.

IIpuMeHeHne Mpu 0epeMeHHOCTH U B MEPUO IPYTHOI0 BCKAPMJIMBAHUS

be3zonacHoCTh TpUMEHEHUs aMJIOJWIMHA BO BpeMs OEPEMEHHOCTH M B IEPHOJ TPYIHOTO
BCKapMJIMBaHUs HE YCTAHOBJICHA, IMOATOMY IIPUMEHEHHE aMJIOJUITMHA BO BpeMs OEpEMEHHOCTH
¥ B TIEPHOJ TPYAHOTO BCKapMJIMBAaHUS BO3MOJKHO TOJIBKO B Cllydae, KOTJa I0Jib3a JUIsl MaTepH
MPEBBIIIACT PUCK JIJIS 11012 1 HOBOPOKJICHHOTO.

OnpIT NpUMEHEHUs! MOKa3bIBAET, YTO aMJIOJUIIMH BBIACIAETCS B JKEHCKOE TPYJHOE MOJIOKO.
CpenHee COOTHOILIEHHE MOJIOKO/TNIa3Ma Ui KOHILIEHTpanuu amjogunuHa coctaBuwio 0,85 y
31 xopMmsIiel >KEHIIMHBI, KOTOPhIE CTpaJalid apTepuanibHOW TUMEpPTEH3UEH, 00yCIOBICHHON
OepeMEHHOCThIO, U TMOJIy4ald aMJIOJUIINH B HAYalIbHOM JTO3UPOBKE 5 Mr B CyTKHu. [lo3upoBka
npemnapaTa mpu HEOOXOJUMOCTH KOPPEKTHpPOBANACh (CpelHsis CyTOYHas 103a aMJIOJWIMHA U
71032 B 3aBUCUMOCTH OT Beca COCTaBWJIM 6 MI M 98,7 MKI/KT Macchl Teja COOTBETCTBEHHO).
[Ipeanonaraemas cyrouHas /103a aMJIOUIIMHA, MTOJIy4aeMasi MIaJeHIEM Yepe3 Py IHOE MOJIOKO,
coctaBisieT 4,17 MKI/KT Macchl Teja.

Cnoco6 npuMeHeHus U 103bI

Buyrps, 3anuBas Y2 crakaHa BoJbl.

HauanpHast n1o3a O JI€YSHUS apTepHanLHoﬁ TUNCPTCH3UNU U CTCHOKApJAUHU COCTaBJIACT 5 Mr


https://www.renewal.ru/
https://www.renewal.ru/
https://www.renewal.ru/

AKLUMOHEPHOE OBLLECTBO
—_ MPON3BOACTBEHHAA ®APMALIEBTUYECKAA

KOMMNAHWNA OBHOBJIEHUE
RENEWAL Ten./dakc: 8 (800) 200-09-95

1 pa3 B cyrku. [Ipu HEOOXOAMMOCTH 1032 MOXKET OBITh YBEIHMYEHA JO MAaKCHUMallbHOUM — 10 mMr
OJIHOKpaTHO B CcyTku. llpu  cTeHOkapiuM  HampsDKeHHS W Ba30CHACTUYECKOU
creHoKapauu — 5-10 Mr B cyrkum  omHOKpatHO. I  mpoQWIaKTUKH  TPUCTYIIOB
cTeHokapauu — 10 Mr B CyTKH.

He tpebyercst u3aMeHeHHs 03I IPU OJHOBPEMEHHOM Ha3HAUCHHUH C THA3UIHBIMU JUYPETUKAMH,
Oera-aspeHo0I0KaTOpaMy U HHTMOMTOpaMu aHTMOTEeH3UHIIpeBpatatoero pepmenta (AIID).
Ipumenenue y nayuenmos ¢ napyuienHou hyHKyuet nouex

He TtpeOyercs wu3MeHeHuss 036l Yy MAIUEHTOB C IOYEYHOH HEIOCTATOYHOCTBIO.
PekoMeHyeTcss MpUMEHSATh aMJIOJUIUH B OOBIYHBIX J03aX, OJHAKO HEOOXOJMMO YYHMTHIBATh
BO3MOKHOE€ HE3HAUNTEIBHOE yBenuyeHue TY2.

IIpumenenue y nayuenmos ¢ napyuienHou hyHKyuei neyeHu

Hecmotpst Ha To, uto TY2 amnomununa, kak U Bcex bBMKK, yBenmnuumBaercss y mamueHTOB C
HapylieHneM (pyHKIMU NeYeHU, KOPPEKLUH 1036l OOBIYHO HE TpeOyeTcs.

IIpumenenue y nodcunvlx nayueHmos

AMIIOIUIINH PEKOMEHIYETCSI IPUMEHATH B CPEAHEH TEPaneBTUUECKON 03¢, KOPPEKLUH 03Bl HE

Tpedyercs.

ITo0ouHOe nelicTBHE

Huxe npuBenensl HexenarenabHble siBiaeHus (HS), koTopele ObUIM BBISBICHBI B XOJI€
KIIMHUYECKUX MCCIEeJOBAHUN, a TakkKe NpU MPUMEHEHHWU aMJIOJUNUHA B KIMHHYECKOM
MIPaKTHKE.

Jna ouenku uyactorel HS mcmosnp3oBaHbl cleAyrolue KpUTEpUU: «o4deHb yacTo» (> 1/10);
«acro» (> 1/100, < 1/10); «mewacto» (= 1/1000, < 1/100); «penko» (= 1/10000, < 1/1000);
«oueHb penko» (< 1/10000); «uactora HewsBecTHa». HSl crpynmupoBaHbl B COOTBETCTBUU C
CHCTEMHO-OPT'aHHBIM  KJIaCCOM  MEAMLMHCKOTO  CcjoBaps Uil  HOPMAaTHBHO-TIPaBOBOM
nearenbHocTh MedDRA, B npenenax kaxzaoro kinacca HS nepeuucnens! B nopsiike yObIBaHUS
94acTOThI BCTPEUAEMOCTH, B Mpeieiax KaKJI0! I'pYIbl, BBIJEICHHOHN 110 4aCTOTE BCTPEYaEMOCTH,
HSI pacnipenenensl B HOpsiIKE YMEHBIIEHHUS UX BaXKHOCTH.

Co cmopoHbl  cepOeyHOo-cocyOucmou  cucmemvl.  4YacTo — OINYIEHUE  cepireOueHus,
nepudepudeckue OTekd (JIOABDKEK U CTOM), «IOPHWIWBBD KPOBH K KOXE JIMIA;

HEYacTo — upe3MepHoe cHikeHne AJl; odeHp penko —oOMOpOK, OJIBIIIKA, BAacCKYIUT,
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OopToCcTaTUYecKasi TUIIOTCH3Hs, pa3BUTHE WM ycyryonenue teueHus XCH, HapymeHus putma
cepana (BKIOYasi OpaJuKapIuio, KETYJOYKOBYIO TaXUKApAWIO U (GHOPHILIAINIO MIpeacepanii),
nHpapKT MHOKapaa, 00JIb B TPYIHOM KIIETKE.

Co cmoponvl 0nopHo-08u2amenbHo20 annapama: HEYacTo — apTPaITus, CYJOpPOTH MBIIIII,
MUAITHsL, 00JIb B CIIMHE, apTPO3; PEAKO — MHACTEHHUS.

Co cmopoHbl HepeHOU cucmembl: YacTO — TOJIOBHBIE 0OJM, TOJOBOKPYXKEHHE, MOBBILICHHAS
YTOMJISIEMOCTb, COHJIMBOCTH; HEYAaCTO — aCTEHUs, 00IIee HEJOMOTaHUe, THIIECTE3Hs, TapecTe3us,
nepudepudeckas HeWpomnarus, TpemMop, OecCOHHHIA, JTaOUILHOCTh HACTPOCHHS, HEOOBIYHBIC
CHOBHUJICHUSI, TIOBBIIIEHHAs BO30YIMMOCTb, JCMPECCHs, TPEBOTa, 3BOH B YIIAxX, W3BpaIICHUE
BKyCa; OYEHb PEIKO — MUTPEHb, TMOBBIIICHHOE TMOTOOT/CIICHNE, alaThs, AXUTAIWs, aTaKCHs,
aMHE3Ws[, 4aCTOTa HEM3BECTHA — KCTPANMPAMHU/IHBIC HAPYIIICHHS.

Co cmopoHbl nuwesapumenbHOL CUCmeMyl: 4acTo — TOIIHOTA, 00U B )KUBOTE; HEYACTO — PBOTA,
3aImop WIHM AUapes, METEOPH3M, JUCIETICHs, aHOPEKCHSI, CYXOCTh CIM3UCTON 000JOYKH MOJIOCTH
pTa, kaxnaa; peaKo — rUnepIuia3us JEeceH, MOBBIIICHNUE alleTUTa; OYeHb PEAKO — IMAHKPEaTuT,
racTpur, >kenryxa (0OyCJIOBJICHHBIE XOJIECTa30M), THNEPOMIUPYOMHEMUS, TIOBBIIICHUE
AKTUBHOCTH «TI€YEHOYHBIX)» TPAHCAMHUHA3, T€NaTHT.

Co cmoponvl opeanog Kpoeemeopenus: OYEHb PEIKO — TPOMOOLUTONIEHUYECKass MypInypa,
JeKONIeHUs], TPOMOOLIUTOTICHHUS.

Co cmopomusl OvixamenvHOU cucmemvl. HEYACTO — OJbIIIKA, PUHUT, HOCOBOE KPOBOTEUCHUE;
OUYEHb PEJIKO — KaIllelb.

Co cmopomuwvi  opecamog  uyecme:  HEYACTO — OUILIONMS, HapylUIeHHME  aKKOMOJAlluH,
KcepoTanbMus, KOHbIOHKTUBUT, 00JIb B TJ1a3aX, HAPYIIICHUE 3PCHHUSL.

Co cmopomusl Mouenono8ol cucmemsl. HEYACTO — YYAIIEHHOE MOYEHCITyCKaHHE, OOJIE3HEHHOE
MOYEHCITyCKaHUE, HUKTYpUs, HApYIICHHE SPEKTWIbHOW (PYHKIUU; OUYEHb PEAKO — IU3YpHs,
MOJINYPHSL.

Co cmopoHnbl KOJCHBIX NOKPOB0G: PEAKO — JEPMATUT; OYE€Hb PEIKO — alloNenus, KCepoaepMus,
XOJIOJIHBIN MOT, HAPYIIEHHUE TUTMEHTAIIUU KOXKHU.

Hapywenus  obmena  eewpecmé  u  numauus:  OYEHb  PEIKO — TUMEPTIIUKEMHUS;
HEYacTO — yBEJIMUYEHHE/CHUKEHHE MACChI Tea.

Annepeuueckue peakyuu: HEYACTO — KOXKHBIN 3yJ, KOJKHAs ChIb (B TOM YHUCIIE SPUTEMATO3HAs,
Makylomnamyiae3Has Cblllb, KpalHWBHHIA); OYEHb PEAKO — AaHTHOHEBPOTUUYECKUH  OTEK,

MyJIbTH(GOPMHAS SpUTEMA.
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Ten./dakc: 8 (800) 200-09-95

Jlabopamopnvie noxazamenu.: 04€Hb PEAKO — THIEPTIUKEMHUSL.

Ilpouue: HedacTo —03HOO, THHEKOMACTHs, OOJb HEYTOYHEHHOW JIOKAINW3allMH; OYECHb
PEeAKO — MapOCMHUSL.

Ilepeno3upoBka

Cumnmombi: BBIPRKEHHOE CHIKEHUE apTEpPUAbHOTO JABJIEHUS C BO3MOXKHBIM PpPa3BUTHEM
pedaexkTopHOit TaxXuKapauu 31 YpEe3MEPHOU nepudepuIecKoit Ba30AWJIaTAllNU
(prcKk pa3BUTHS BBIPAKEHHOW U CTOMKOW apTepHaIbHOW TMIIOTEH3UH, B TOM YHUCIIE C Pa3BUTHEM
II0Ka U JICTAIBHOTO UCX0/1a).

Jleuenue: TPOMBIBAaHUE JKETYyAKa, Ha3HAUCHHE aKTUBMPOBAHHOIO yIisl (OCOOEHHO B IEpBbIE
2 dyaca mocie Nepefo3UpOBKH), MOJJep:KaHue (QYHKIUH CEepACYHO-COCYIUCTON CHCTEMBI,
KOHTpPOJIb TOKa3aTenel (YHKIUM cepilla W JIETKHX, BO3BBIIIEHHOE IMOJ0XEHHE KOHEYHOCTEH,
KOHTpOJb 00beMa UUPKYJIUpYyIOUlell KpoBM U auypes3a. /[l BoccTaHOBIEHHS TOHYyca
COCY/I0B — MPUMEHEHHE COCYIOCYKUBAIOIINX MPEnapaTroB (IpH OTCYTCTBUH MPOTUBOIOKA3aHUI
K WX  T[pUMEHEHWIO), I  YCTpaHEHUs  TMOCIEACTBHM  OJIOKaghl  KaJbIMEBBIX
KaHaJIOB — BHYTPUBEHHOE BBEJICHUE KAJIbLIMA TNIIOKOHATa. ['eMoananu3 HeapeKkTHBEH.
B3aumopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPeACTBAMH

AMIIOIUIIUH MOXET 0e30MacHO MPUMEHSTHCS ISl Tepanuy apTepUualbHON TMIEPTEH3UU BMECTE
C MUA3UOHLIMU OUypemuxKamu, anvpa-adpenobirokamopamu, bema-aopeHodIoKamopamu WIH
uneubumopamu AIl®d. Y mNalUEeHTOB CO CTAaOWJIBHOW CTEHOKapauWeld aMJIOIUIIUH MOKHO
KOMOMHUPOBATh C JPYTUMU AHMUAHSUHATILHBIMU CpeOcmeamu, HaNpUMep, C Humpamamu
NPOSOHSUPOBAHHO2O UL KOPOMKO20 Oelicmsus, bema-aopeHoo10Kamopamiu.

B ornuune ot gpyrux BMKK kiauHMYeckM 3HAYMMOTO B3aWMOJCHUCTBUSA aMIIOIUIIMHA
(IIT nokonernrie BMKK) He ObL10 00Hapy>KEHO MPU COBMECTHOM MPUMEHEHUU C HeCmepouoHbLMU
npomusogocnaiumenvuvimu npenapamamu (HIIBII), B TOM 4YHUCIE U C UHOOMEMAYUHOM.
Bo3MOXHO ycuileHHe aHTHaHTHHAIBLHOTO U TunoTeH3uBHOro aeiictsust BMKK mpu coBmectHOM
MPUMEHEHUH C MUASUOHLIMU U  «nemiesvlMuy ouypemuxamu, uneubumopamu AllD,
bema-aopenobrokamopamu u HUmMpamamu, a TakkKe YCUJICHHE UX TMIIOTEH3UBHOTO JEeHCTBUS
IIPU COBMECTHOM NPUMEHEHUH C anvgha l-adpenodbrokamopamu, Heluposenmukamu.

XOoTs MpH M3YYEHUH AaMJIOJUIHMHA OTPHUIATEIBHOTO HWHOTPOIHOIO JIeHCTBHSI OOBIYHO HE
HaOmromanu, Tem He MeHee, Hekotopele BMKK Moryr ycunuBaTh — BBIPaKEHHOCTD
OTPHILIATEILHOTO  MHOTPOIIHOTO  JIGHCTBUSL  AHMUAPUMMUYECKUX CPeOCms, BBI3bIBAIOLIUX
yuinHeHue uatepBana QT (Hanpumep, amuooapon M XuHUOUH).

AMJ'IO,Z[I/IHI/IH MOJKET Take 0e30macHo NPUMCHATBCSA OJHOBPECMCHHO C anmubouomukamu ¥
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2UNO2IUKeMUYeCKUMU CPeOCmeamu I IpueMa BHYTPb.

Onnoxparueiii puem 100 Mr cundenaghuna y NanyeHTOB € 3CCEHIMATBHON THIIEPTEH3UEH He
OKa3bIBACT BJIMSHUS HA TTapaMeTPhl (apMaKOKHHETUKH aMJIOTUITHA.

[loBTOopHOE TpHUMeEHeHue amiuogunuHa B no3e 10 Mmr u amopeacmamuna B noze 80 Mr He
CONPOBOXIACTCSI ~ 3HAYUTEIBHBIMH ~ HM3MEHEHUSAMH  IOKa3areseit (hapMaKOKHHETUKH
aTopBacTaTHHA.

Cumseacmamun. OJHOBPEMEHHOE MHOTOKPATHOE MpPHUMEHEHHE amJioAaunuHa B jo3e 10 mr um
cuMBacTaTiHa B 703¢ 80 MI' MPUBOAUT K TOBBIIIEHUIO DKCIIO3HWIIMM cUMBacTaTuHa Ha 77 %.
B takux cnydasx ciaemayeT orpaHMuUTh 03y CUMBAcTaThuHa 10 20 mr.

Omanon (Hanumku, coodepoicawjue aIK020b): AMIOIUNHNH TPU OJHOKPATHOM W TOBTOPHOM
npuMeHeHnu B 103¢ 10 Mr He BiuseT Ha (hapMaKOKHHETHKY 3TaHOJIA.

IlpomusosupycHnvie cpeocmea (pumonasup): yBEIHMUUBAET TUIa3MeHHbIe KoHIeHTparu bMKK,
B TOM YHCJI€ ¥ aMJIOJHUITHHA.

Hetiponenmuku v uszognypan: yculeHWE THUNOTEH3UBHOTO JEWCTBUS  MPOU3BOTHBIX
TUTUIPONUPUIUHA.

IIpenapamul kanvyus moryt ymeHbIIUTh 3¢ ekt BMKK.

IIpu coBmectHoM mnpumenenun BMKK ¢ npenapamamu numus (nys amnonunuHa JaHHBIC
OTCYTCTBYIOT) BO3MOXHO YCHJIGHHUE MPOSIBICHUS UX HEUPOTOKCHUYHOCTU (TOLIHOTA, PBOTA,
napesi, aTakcHsi, TPEMOp, IIyM B yIIax).

UccnenoBanusi OJHOBPEMEHHOIO NPUMEHEHUS AaMIIOJUIMHA WU YUKIOCHOPUHA Y 3J0POBBIX
IO0OPOBOJIBIIEB M BCEX TPYIII MalMEHTOB, 32 MUCKIIOYECHUEM MAllMeHTOB MOCIE TPAHCIUIAHTAUN
MOYKH, HE TMPOBOJMINCH. Pa3nuuHble UCClEeOBaHMUS B3aHMMOJCHCTBUS aMJIOJUIIUHA C
LUUKIOCTIOPUHOM y MAIMEHTOB IOCJE TPAHCILIAHTAIIMM MOYKH MOKAa3bIBAIOT, YTO MPUMEHEHUE
JAaHHOW KOMOMHAIIMM MOET He MPHUBOIUTh K KakoMy-uOo 3ddexty, 1100 MOBBINIATH
MHUHUMAJIbHYIO KOHIEHTPALMIO LUKIOCHOpUMHA B pasznuyHou creneHu 10 40 %. Cuenyer
MIPUHUMATh BO BHUMAaHUE TH JIaHHbIE U KOHTPOJIUPOBATH KOHIEHTPALMIO [IMKJIOCTIOPUHA Y 3TOU
rPyNnbl MallMeHTOB MpPU OJHOBPEMEHHOM MPUMEHEHHUHM IUMKIOCHOPHMHA M aMJIOJMIIHHA.
He oxaspiBaeT BIMsSHHE Ha KOHIIEHTPAIMIO B CHIBOPOTKE KPOBU OUSOKCUHA U €TO TOYECUHBIH
KIJIUPEHC.

He OKa3bIBaeT CYILLECTBEHHOTO BITUSIHUSA Ha NeNCcTBUE sapgapuna
(mpoTpoMOMHOBOE BpeMs).

Lumemuoun He BIUSET Ha (PAPMAKOKUHETHKY aMJIOIUITHHA.

B wuccinegoBanmsx in vitro aMJIOJUIIMH HE BJIMACT Ha CBA3BIBAHUC C OcKaMM I1J1a3Mbl KpOBH
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OUCOKCUHA, heHUMOUna, 8apgapuna u UHOOMemayuHa.

I'petinghppymosulii cok: OTHOBPEMEHHBIH OJHOKpATHBIN mpreM 240 Mr rperrndpyToBoro coka u
10 Mr  amyogumuMHAa  BHYTPh  HE  COMPOBOXKAAETCS  CYIIECTBEHHBIM  HM3MEHEHHEM
(bapMaKOKWHETHKH  aMJIOJWIMHA. TeM He MeEHee, HE pPEKOMEHAYeTCsS IPHMCHSTH
rpernpyToBbIA COK U aMJIOIUTTUH OJHOBPEMEHHO, TaK KaK MPH TeHETUICCKOM MOJTMMOPHHU3ME
modepmernta CYP3 A4 BO3MOXKHO TOBBINICHHE OWOJOCTYITHOCTH aMJIOJMUITMHA W, BCIIEJICTBUE
3TOT0, YCUJICHHE TUIIOTEH3UBHOTO 3 (deKTa.

Anmomunuti- WM Mazuuticooepicawjue anmayuovl: WX OIAHOKPATHBIM IpPHUEM HE OKa3bIBaeT
CYIIIECTBEHHOTO BIUSHUS HA (hapMaKOKUHETHKY aMJIOTUTTNHA.

Hneubumopur usogpepmenma CYP3A4: npu 0OJHOBPEMEHHOM IMPUMEHEHUU Ourmuazema B J103€
180 Mr u amnogunuHa B 103€ 5 MI' y MaMEHTOB OT 69 110 87 5et ¢ apTepuallbHON TMIEPTEH3UEH,
OTMEYAETCS TMOBBIIMICHUE CUCTEMHOW SKCHO3UIMHU amioaunuHa Ha 57 %. OaHOBpeMEHHOE
MPUMEHEHHE aMJIOJUIINHA U 3pUMPOMUyUHa y 310pOBBIX 100poBoJbiieB (0T 18 mo 43 ner) He
MPUBOJUT K 3HAUYUTEIbHBIM U3MEHEHHSIM SKCIIO3UIMN aMJIounuHa (yBETUUYEeHUE TUIOIIAIN 0]
kpuBoii «koHreHTpamus-Bpems» (AUC) Ha 22 %). HecMoTpst Ha TO, YTO KIMHUYECKOE 3HAYCHHE
9TuX 3P ¢HEKTOB 70 KOHIA HE SCHO, OHM MOTYT OBITH 00JIe€ SIPKO BBIPAKEHBI y TOKUIIBIX
MAalMEHTOB.

Mouunsie uneubumopst usogpepmenma CYP3A4 (Hanpumep, KemoKoHa301, UmpaKoHazoil) MOTYT
MPUBOJIUTH K YBEIMYCHUIO KOHIEHTPALUMU aMJIOJUIIMHA B IJIa3Me KPOBU B OOJIbILIEH CTENEHH,
yem guithazeM. Creayer ¢ OCTOPOXKHOCTBIO NPUMEHSTh aMJIOANMH W HHTUOUTOPHI
m3odepmenta CYP3A4.

Knapumpomuyun: waruourop wuszodpepmenra CYP3A4. V manumeHTOB, NPHUHUMAIOIINX
OJIHOBPEMEHHO KJIAPUTPOMUIIMH U aMJIOJMIIMH, TOBBIIIEH PUCK CHIKEHHUS apTepHabHOTO
nasinenud. [lanmeHTam, NPUHUMAIOIIUM TaKyl0 KOMOMHAIIMIO, PEKOMEHIYETCSI HaXOAUTHCS MO
THIATENbHBIM METUIITHCKUM HaOII0JCHUEM.

Hnoyxmopwr uzoghepmenma CYP3A4: naHHbIX 0 BIMSHUM UHIYKTOpOB m3odepmenta CYP3A4
Ha (apMaKOKHHETHKY amyIogunuHa HeT. ClenyeT TIIATeTbHO KOHTPOJHMPOBATh apTepHAbHOE
JaBJI€HWE TIPU OJHOBPEMEHHOM MPHUMEHEHUU aMIIOJUIIMHA W UHAYKTOPOB H30(epMeHTa
CYP3A4.

Taxponumyc: TpU OJHOBPEMEHHOM NPUMEHEHUM C aMJIOJUIIMHOM €CTh PUCK YBEIMYEHHUS
KOHIIEHTPAllMM TakpoJluMyca B IUia3Me KpoBu. s TOro, 4ToObl M30€kaTh TOKCHYHOCTH
TaKpoJIMMyca MPU OJHOBPEMEHHOM MPUMEHEHUU C aMIJIOJUIIUHOM, CIEAYET KOHTPOJIUPOBATH

KOHICHTPpAIWIO TAKPOJIHMMYCa B IJIa3MC KPOBH ITAIIUCHTOB U KOPPECKTUPOBATH JO3Y TAKPOJIMMYCa
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B CIy4ae HeOOXOIMMOCTH.

Hneubumopvl mexanucmuyeckoli muwienu 011 panamuyuna y miaexkonumarowux (mTOR):
uarnouTopel MTOR, Takue Kak CHUPOJMMYC, TEMCHPOJIHMYC M 3BEPOJIMMYC MPEACTABIISIOT
coboit cyoctparel m3odepmenta CYP3A. AmiogunuH sBisseTcss c1a0bIM  HHTHOHTOPOM
nzopepmenta CYP3A. [Ipu onHoBpeMeHHOM npuMeHeHuH ¢ uHruoutopamu mTOR ammoaunia
MO>KET NOBBILIATh UX 3KCIIO3UIIHIO.

Oco0ble ykazanust

[Ipn npumenenun amnomunuua y nauueHtoB ¢ XCH III u IV ¢yHkumoHansHOro kiacca mo
knaccupukanuu NYHA Bo3MOxHO pa3BuThe oTeka Jierkux. [Ipu octpoMm nHpapkre Muokapia
aMJIOJUIMH Ha3HAyaloT T[0ocCie CcTa0WIn3aluM IoKas3aTreneil reMoAuHaMuKH. llammeHTsl c
MEYEHOYHOW HEJOCTATOYHOCThIO MpPU HEOOXOJAMMOCTH TMpHeMa aMJIOJUIUHA  JIOJIKHBI
HaXOJUThCS 1MOJ] HAaOII0ACHHEM Bpaya. Y MalMEeHTOB MOXKWIJIOTO BO3pacTa MOKET YBEITUUHUBATHCS
TY2 u cHWXaTbcs KIMpeHC mpenapara. M3MmeHeHuss 103 He Tpedyercs, HO HEOOXOIUMO
THIaTeNIbHOE HAOMIOIEHUE 32 TAIlUeHTaMU JaHHOW KaTerOpHH.

[TanmenTam ¢ Manoi Maccoi Tejaa WM HEBBICOKOTO POCTA, MOXKWIBIM NAllMEHTaM, NallueHTaM C
HapyleHneM (yHKIHMU TIeYeHU B Ka4eCTBE TUIIOTEH3UBHOTO CPEACTBA aMJIOJUINMH HA3HAYAIOT B
HayaubHOM 103¢ 2,5 Mr (ciemyer MpPUHUMATh aMJIOJUIMH B JO3UPOBKE 2,5 Mr Apyrux
MIPOM3BOJIUTENEH ), B KAUECTBE aHTUAHTUHAIBHOTO CPEJICTBA — 5 MT.

B nepuon nedeHus HeOOXOIMMO KOHTPOJMPOBATH MacCy Teja, NOTpeOJeHHe HaTpus U
coOnroAaTh  COOTBETCTBYyIOLIYK auery. HeoOxogumo  Habmogatbest y — cromaTosora
(mns mpenoTBpalleHus 00JIe3HEHHOCTH, KPOBOTOUMBOCTH W THUIIEPIUIA3UU JECEH). AMIIOIUINH
HE BJIMSIET Ha IUIA3MEHHbIE KOHIIGHTpAllMM Kajus, TJIOKO3bl, OOILIEro XoJIeCTEpHHA,
JUTIONIPOTeHHOB HU3KOW tuiotHOocTH (JIITHII), ModeBOW KHCIIOTHI, KpeaTMHHMHA W a30Ta
MOYEBUHBI.

Crnenyet u3berath pe3koil OTMEHBI Mpernapara u3-3a pUcka YXYALICHUS TEYCHHs] CTCHOKApAUU.
TaGnerku aMJIOAWIMHA  He PEKOMEHTYIOTCS IIpM  TUNEPTOHUYECKOM Kpu3e.
JKeHmuHbl 1€TOPOJHOrO BO3pacTa B IEPUOJ JIEYEHHs JOJDKHBI HCIOJIb30BATh HAJEKHbBIE
METO/1bI KOHTPALEIIHH.

Bansinne Ha cIOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHM3MaMHU

B nepuon nedeHus cienyer coOMIOAATh OCTOPOXKHOCTH MPH YIPABIEHUH TPAHCHOPTHBIMU
CpeACTBaMH W 3aHATUM TMOTEHIMAJIbHO OMACHBIMU BHIAMM JIEATEIBHOCTH, TPEOYIOIUMU
MOBBIIIEHHOW KOHIIEHTPALIUK BHUMAHHSI U OBICTPOTHI ICUXOMOTOPHBIX PEaKIHii.

dopMa BbINTyCKa
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Tabnerku, 5 mr, 10 mr.

[To 14, 15 Ta0GneTok B KOHTYPHYIO STUEMKOBYIO YNAKOBKY M3 IUICHKU MOJMBUHUIXJIOPUIHON U
(boNBrY AMIOMUHUEBOH (JUTS TOBUPOBKH S5 MT).

[To 10 TabmeTok B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY M3 IUICHKH MOJUBHUHIIXIOPHIHONW M
¢bonpru amoMUHUEBOH (U1 703UpOoBKH 10 Mr).

2, 4 KOHTypHbIE€ SUEHKOBbIE yMaKOBKU 1o 14 Tabnetok miau 2, 4, 6 KOHTYpHBIX SYEHKOBBIX
YIakoBOK MO 15 TabneTok ¢ MHCTPYKIHUEH MO NMPUMEHEHUIO MOMEIIAIOT B MayKy W3 KapTOHa
(7151 TO3UPOBKHU S5 MT).

3, 6, 9 KOHTYpHBIX SIUEHKOBBIX YHakoBOK 1o 10 TabneTok ¢ MHCTPYKLIMEH MO NPUMEHEHHIO
MOMEIA0T B MAaYKy U3 KapToHa (11 103upoBKH 10 Mr).

YciaoBust XxpaHeHust

[Ipu Temneparype He Bbime 25 °C B OpUTHHAIBHONW yrakoBKe (KOHTYypHas sSYeWKoBasi yraKoBKa
B MMaUKe).

XpaHUTh B HEAOCTYITHOM JIJIsl IETE€ MeCTe.

Cpox rognoctu

3 rona.

He npuMeHATH 10 HCTEYEHUH CPOKA TOJHOCTH.

YcaoBus oTmycka

OTnycKaroT 1o peLenTy.

Baagesien perncTpauMoHHOr0 y10CTOBEPeHUA

Axuunonepnoe o6mectBo «IIpousBoactBennas dapmaieBruueckas komnanuss OOHOBICHHUE»
KOpuanueckuii aapec: 633621, HoBocubupckas 061., Cy3yHckuit paiioH, po. CysyH,
yi. Komuccapa 3sTekoBa, 1. 18.

Ten./akc: 8 (800) 200-09-95.

Hutepner: https://www.renewal.ru/

IIponsBoanTens/Opranusanusi, NPUHAMAKONIIAs IPETEH3UH OT MOTPedHuTeIeH
IIpouszsooumens

AximonepHoe o6miectBo «IIponsBoacTBeHHas papMmarieBTHUecKkas komnanust OOHOBIEHUE
Adpec mecma npouzeoocmea:

630096, r. HoBocubupck, yin. Cranimonsas, 1. 80.

Opeanusayus, npuHUMAalowas npemen3ul om nompeoumerneii:
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AxumonepHoe o6mectBo «IIpousBoacTBeHHas apmareBTHueckas komrnanuss OOGHOBICHHE
630096, r. HoBocubupck, yi. Crannuonsas, 1. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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