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WHCTE yKHH}In QCNEOOBATENEHOCTE 0002)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA
YPCEIITUA

PerncrpanuoHHblii HOMep:
Toprosoe nHanmenoBanue npenapara: YPCEIITHUA
Me:kayHapoaHOe HeNATeHTOBAHHOE HAMMEHOBaHUe: [TUIIEMU10Bas KUCI0Ta
JlekapcTBeHHas (popMa: KarcCyJsl
Cocras
CocraB Ha OHY Karmcyay:
Heticmeyrowee eewjecmeo: NHUNEMUJOBON KUCIOTHI Tpuruapar — 236,0 mr, B mepecuere Ha
nunemMuaoByto kuciory — 200,0 mr.
Bcnomozamenvhvle ewjecmea: KpeMHUs IUOKCH]I KOJUIOMIHBIN (a3poCuil), MarHusi creapar,
HaTpUs KapOOKCUMETHIIKpaxmall (IPUMOrellb, HaTPHsl KPaXMaJITJIUKOJAT), JTAKTO3bl MOHOTUAPAT
(caxap MOJIOYHBIIT).
Cocmas kancynvl J#cenamuHo8ou: KpblwKa: THUTAHA JUOKCUMA, KpacuTeidb OpWIIMAHTOBBIN
rony0oii, KpacUTellb XMHOJIMHOBBIN JKENTHIH, )KeJIaTUH; Kopnyc: TUTaHa AUOKCHU]I, KEIaTHH.
Onucanue: TBEPIbIC KelaTUHOBBIE Karcynasl Ne 1 ¢ GenbIM KOpIycoM M 3eNE€HOM KPBIIIKOH.
Copnepx’umoe Karcyil — OpOILIOK OT O€I0ro ¢ KEATOBATHIM OTTEHKOM JI0 CBETJIO-KENTOrO 1IBETA,
JIOITYCKaeTCsl KOMKOBaHHE IOPOIIKA.
dapmakoTepaneBTHYecKasd IPyNnna. aHTHOAKTEepHAbHBIE CPEACTBA CHUCTEMHOTO JEHCTBUS;
IIPOU3BOJHBIE XMHOJIOHA; IPYTUE XUHOJIOHBI.
Kon ATX: JOIMBO04
DapMaKoJIOrHYecKue CBOMCTBA
®dapMakoAHHAMHKA

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/ILIeCKI/Ie Bd)d)eKTBI

OtHocuTCs K Tpylne XUHOJOHOBBIX IMpENnaparoB U NPUMEHSAETCS MpU JICYEHUU HHPEKIUil
MOYEBBIBOJAIINX IyT€H, BbI3BIBAEMBIX UYYBCTBUTEIBHBIMM K IHUIEMUIOBOM  KHUCIOTE
BO30YIUTENISAMHU.

[TunemunoBas kucnota nojasiser OakrepuanbHyo JIHK-tonmomsomepasy II, uro mpuBogur k
nesuHTerpanun  OaktepuansHoit JIHK. Takoe peiictBue Oosiee BBIpaKEHO B OTHOIICHUU
MUKpPOOPTraHU3MOB, KOTOpble HaxoAsaTcs B ¢aze mnponudepanuu. Bbicokne KOHIEHTpaluuu
MUINEMUIOBOM KHCIOTHI HHTHOMpYIoT Kak cuHTe3 PHK, Tak u cunTe3 GakTepuanbHbIX OEJIKOB.
[Ipenapat oka3piBaeT OaKTEPUIMIHOE JEHCTBHE Ha OOJBIIMHCTBO TI'PAMOTPHIATEIBHBIX
a’pobHbIx MukpoopranusmoB (Proteus vulgaris, Proteus mirabilis, Klebsiella pneumoniae,

Pseudomonas aeruginosa, Escherichia coli, Neisseria spp. u ap.).
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TIpOLEHT BO3HUKHOBEHHS YCTOHYMBOCTH COCTABISIET OT. W'%}E%E&TCF%FQEH}?H&%CUS

aureus) g0 62 % (Pseudomonas aeruginosa). ['pamMIonokuTebHbIe MUKPOOPTaHH3MbI 00J11at0T
YCTOMYMBOCTBIO K MMUIIEMU0BON KHcaoTe. He akTHBEH B OTHOLIEHUH aHa3pOOOB.

[TunemunoBas KuciaoTa co3qaéT BHICOKHE KOHIIGHTPAI[MU B MOYE, aKTUBHOCTh YCHJIMBAETCS MPU
OllleJIaYuBAaHUU MOYH.

DapMaKOKHHETHKA

AOGcopouus

[Toce mepopaabHOTO MPUMEHEHUS OBICTPO BCACHIBAETCS, OMOIOCTYIMHOCTH cocTaBisieT 30—60 %.
[Tocne mpuéma BHYTph B 103¢ 400 Mr makcuMmalibHas KOHIICHTpalUs MUIEMUJIOBOU KUCIOTHI
(3,5 mxr/min) gocturaercs uepe3 70—-80 MUHYT.

Pacnopenenenne

Cas3pIBaHMe ¢ O€TKaMU T1a3Mbl COCTaBisAeT npudanu3uTeabHo 30 % ¥ 3aBUCUT OT KOHIEHTPALUU
MUTIEMHUI0BOI KUCIIOTHI B CHIBOPOTKE KPOBH.

Bricokue KOHIEHTpAlMU IMUIMEMHUIOBON KHCIOTHI CO3JAIOTCS B IMOYKaX, MOYE M KHJIKOCTH
MpeICTaTeNIbHOM Kele3bl. [lunemMumoBas KUCIIOTa, KaK W JIPYTHEe XHUHOJIOHOBBIE COCIUHEHUS,
MIPOHUKAET Yepe3 IUIALICHTY U B CIIEIOBBIX KOJIMYECTBAX B MATEPUHCKOE MOJIOKO.

DJIMMUHALMS

[TunemuoBast KHCIOTA OOJBIICH YaCTHIO BRIICIISICTCS U3 OpraHu3Ma Yepe3 MOYKH B HeM3MEHHOMN
dopme. B cyrounoit moue ompexnensiercss 50-85 % BBen€HHOU 1103bI Tpenapara. Beinenenue
MUNEMHUI0BOI KUCIOTHl HAXOJUTCS B MPSMOM 3aBUCUMOCTH OT KIIMpeHca KpeaTuHHHA. [lepros
MOJTYBBIBEJICHUS TIperapaTa Mpu HOPMaIbHON (DYHKIIMU TOYEK cocTaBiseT 2 yaca 15 MUHYT, a
001t KImpeHc 6,3 MiI/MUH.

IToyeyHas HETOCTATOYHOCTD

VY DanMeHToB C HapyUIEHUsSMH (YHKIMHA IOYEK OTMEYaroTCsd HECKOJIbKO 0ojee BBICOKHE
KOHIIEHTPALMU UIIEMU0BOM KUCIIOTHI B IJIa3Me KPOBH, UEM Y 3/10pOBBIX 100poBosbLeB. [leproa
MOJTYBBIBEJICHUS U3 TJIa3Mbl KPOBH HECKOJIBKO YIUIMHEH U cocTaBisieT 5,7—16 yacos.

Iloka3zaHus K NPUMEHEHHIO

ITpenapat YPCEIITHS noka3aH Kk IpUMEHEHUIO y B3pOCIIBIX B BO3pacTe OT 18 Jier.

- Octpble U XpoHHYECKHEe HH(EKIMOHHO-BOCTIAIUTEIbHBIE 3a00JI€BaHUS MOYEBBIBOISAIINX
IyTE€H, BBI3BAHHBIE UYBCTBUTEIBHBIMU K ITUIIEMHJIOBOM KHCJIOTE€ MHUKPOOpPTraHW3MaMH, B TOM
YHclie TUEIOHEDPUT, IUCTUT, TPOCTATHT.

IIporuBonokasanust

- I'unepuyBCTBUTENFHOCT K MUIEMHUIOBOM KHCIOTE WIM K JIOO0OMY M3 KOMIIOHEHTOB
npernapara.

- Tspxénble HapyleHUs QYHKUIUY NTeYeHH (B T.4. IUPPO3).
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- Tsoxénple HapymeHns YHKITUN TTOYEK ( \aneHc'%gﬁ%%Kﬂzgg%fﬁﬁﬁjl 02

- 3a0osieBaHUs IICHTPAIbHON HEPBHOW CHCTEMBI (AMMJICIICUS U JIPYrHe HEBPOJIOTHYECKHE
COCTOSIHUSI C IOHMYKEHHBIM CYJAOPOKHBIM [TOPOTOM).

- [Topdupus.

- JlepuuuT nakrasbl, HEIEPEHOCUMOCTD JIAKTO3bI, TIIIOKO30-TaJlaKTO3HAs MalbaOCOpOIIHs.
- Annepruyeckue peakliii Ha XHHOJIOHBI B aHAaMHE3e.

— BepemMeHHOCTB M TEPUO TPYIHOTO BCKAPMITMBAHUS.

— Herckuii Bo3pact 10 18 net (mepuo GopMUPOBAHUS U POCTA CKEIIETA).

C 0CTOPOKHOCTHIO

- [TanenTs! ¢ moueynoit Hegoctarounoctbio (KK >10 u <30 mn/mun).

— [Toxunoii Bo3zpact (ctapuie 70 ner).

— Hapyienrie Mo3roBoro KpoBoOoOpaIeHus.

- Jlebuuut riroko30-6-gocdaTaeruaporeHassl.

I[IpumeHeHnne npu 6epeMEHHOCTH U B NMEPUO/] TPYIHOT0 BCKAPMJIMBAHUS

bepeMeHHOCTH

[Tpumenenne npenapaTa npu 6EpEMEHHOCTH POTUBOIIOKA3aHO.

HCDI/IOII I'PYAHOI'O BCKapMJIMBaHUA

[TunemMuoBast KUCIOTA BBIACNISETCS C TPYAHBIM MOJOKOM, ITO3TOMY IPH Ha3HAYEHUHU Mpernapara
B MIEPUOJ TAKTAIlMU, TPYAHOE BCKAPMIIMBAHUE CIIEIYET IPEKPATUTb.

Cnocod npuMeHeHHs U 103bl

BnyTps.

Cpennsist cyrouHas no3a cocrasiseT 800 mr, pa3aenéHusie Ha 2 npuéMa, 1.e. 400 Mr (2 Karcymbl)
KaxkJiple 12 4acoB, yTpoM U BeuepoM Iepe] €101, 3anuBasi BOAOU.

Kypc neuenus cocrapinser B cpequeM 10 nueit. [Ipn HeoOX0AMMOCTH KypC JICUSHHS MOXKET ObITh
MPOJIIEH B 3aBUCUMOCTH OT T€UCHHS 3a00JIeBaHus, HO HE OoJiee, 4eM 110 4 Heemb.

Jleyenne 1muUCTUTA y OJKEHIUMH JUIMTCS 3 JHA. Y TIAUMEHTOB C TSDKEIOW TOYEYHOU
HenocrarouHocThio (KK >10 m <30 Mi/MuH) 103a A0MKHA OBITh CHIDKEHA. Y TIAIMEHTOB
MOKMJIOTO BO3pacTa ¢ HOPMaJIbHOW (YHKIMEH TOYeK, a TakKe MAIMEHTOB C TEYECHOYHOU
HEJI0OCTAaTOYHOCTHIO JIETKOW U CPEAHEHN CTETICHBIO TSIYKECTH KOPPEKIUH 03Bl HE TPeOyeTCsl.

Bo Bpems Tepanuu manueHTy peKOMEHAYETCSI OOMIBHOE MUTHE.

ITo6o4unoe neiicTBue

HexenarenbHple peakmuy MPEACTABICHBl B COOTBETCTBUHU C MOPAKEHHUEM OPTraHOB U CHUCTEM
OpraHoB B TIOCJIEIOBATEILHOCTH MEAUIIMHCKOTO CJOBapsl JJisi HOPMAaTHBHO-TIPABOBOMU
nesrensHocTH (MedDRA).

Hapywenusa co cmoponvl nepsHou cucmemvl: HApyLIEHUE 3pEHHsI, BEPTHTO, TOJIOBHAs OOJIb,

3



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
2 9073 -

oT 12.12.2023 N2 26077

BO30YKJIEHHUE, JIENPECCUs, CTyTAHHOCTh CO3HAHMUS, ranﬂilahjl'/i;% ';@b‘%&%&trﬁ'ggoﬁi(g;&%hme

CyJIOpOTH, CBSI3aHHBIE C OTEKOM I'OJIOBHOI'O MO3ra, pacCTPOMCTBA CHA, CECHCOPHBIE HAPYILIEHUS.
JKenyoouno-kuweynvle Hapyuienus: TOIIHOTA, PBOTA, AMApEs, INCEBIOMEMOpPAHO3HBIN KOJMT,
racTpairus, aHOpeKcHsi, U3:Kora, B3yTHe >KUBOTa UK OOJIM B )KUBOTE, 3aI10P.

Hapywenus co cmopomnst Kodcu u NOOKONCHbIX mKauell: 3yJ, Chlllb, (POTOCEHCHOMIN3ALUS C
APUTEMOM, TOKCUYECKUIN AU AECPMAJIbHBIA HEKPOJIN3.

Jlabopamophnvie u uHcmpymenmanvHvle OanHble: TEMOJUTHYECKAs aHeMus (y HAUEHTOB C
neuIuTOM TIII0K030-6-hocharneruaporenassr), 2303uHOGUINSA, 0OpaTUMasi TPOMOOIIUTONCHHUS
(Y manueHToB MOXKUIJIOr0 BO3pacTa U y NalMEeHTOB C OYEYHON HEI0CTATOYHOCTHIO).

Ilpouue: cynepuHdeKnu, OCTpas apTponaTus, TCHANHHUT.

Ilepeno3upoBka

He wumeercs cooOmieHui O JE€TaJbHOM HCXOJE WM BO3HHUKHOBEHHH YTPOXKAIOUIMX KU3IHU
no0ouHbIX 3((}EKTOB BCleACTBHE MEpeno3upoBKH mpemnapara. Crenuduyeckoro aHTUI0Ta HE
CYILECTBYET.

CumMnToMbl

TomrHoTa, pBOTA, TOJIOBOKPYKEHHE, TOJIOBHAS 00JIb, CITyTAHHOCTh CO3HAHMSI, TPEMOP, CYIOPOTH.
Jleuenue

[IpombiBaHME JKeNMyAKa MOCIE HeNaBHEro mpuéma (MeHee 4 4acoB), MPUEM AKTUBUPOBAHHOTO
yriIst, JOPCUPOBAHHBIN TUYpE3, TEMOIUAIIN3, TIPH TMOSBICHUH TTOOOYHBIX 3()(HEKTOB CO CTOPOHBI
HEPBHOM CHCTEMbI (BKJIIOYAs OJMIJICNITUYECKUE CYAOPOTrH) Ha3HAYalOT CHMIITOMATHYECKYIO
Tepanuio (quazenam). B ciayyae nepego3upoBKY NAIMEHT JOKEH HAXOJUTCS MO/ HaOII0IeHuEM
Bpauya.

B3aumopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH NIpenapaTaMu

[TunemumoBas KuCIOTa BbI3bIBaeT WHTHOuUpoBaHue Qepmenta P450, B cBs3u ¢ yem mpu
OJIHOBPEMEHHOM NMPUMEHEHHH C MTUIIEMUI0OBON KUCIOTOM 3aMeyisieTcs MeTabonn3M TeopuiinHa
u kodeuna. Ilepuon mnosyBeIBeeHUs TeOQWUIMHA YBEJIUYUBACTCS MPH OJHOBPEMEHHOM
MPUMEHEHUH TTUTIEMHIOBON KUCIIOTHI, €r0 KOHIICHTPAIIUS B CHIBOPOTKE KPOBU YBEIIMUMUBACTCS Ha
40-80 %. Heob6x0oauMo KOHTPOIMPOBATH KOHIIEHTPAIUIO TEOPHUIIMHA B MJ1a3Me KPOBU BO BPEMsI
NPUMEHEHUS MHIIEeMUIOBONM KUCIOTH.. Ha (oHe mpuMeHeHHs MUNEMHA0BON KHUCIOTHI, KaK H
JIPYTUX aHTUOMOTHUKOB XMHOJIOHOBOTO psiJia, OTMEYAETCs MOBbIIIEHNE KOHIIEHTpaluu KodenHa B
CBIBOPOTKE KpOBH (B 2—4 paza).

AHTanuapl UM Cykpanb(haT 3HAYUTENBHO 3aMEJIAIOT a0COpOIMI0 MUIEMHIOBON KHCIOTHI
WNuTtepBan Mexay npuéMOM JTaHHBIX MIPENapaToB JO0HKEH COCTABISTH HE MeHee 2—3 yacoB. B To
e BpeMst MoJ00HbIH 3¢ deKT He HabMoAaNCs TPU OAHOBPEMEHHOM TPUMEHEHUN IUMETHANHA U

paHUTUAHA.
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[luemuioBasi KHUCIOTAa MOXKET YCHJIMBATH aHTHKodHfJ:M:H;lgrQW Eb'@@ le—a];éa'bﬁﬂ'a"—' ‘TIpU

OHOBpEMEHHOM  mpueme. Ilpu  OZHOBpEeMEHHOM TNPUMEHEHUH C  HECTEPOUTHBIMHU
POTHBOBOCTIAMTEIBHBIMU IIPENapaTaMi BO3MOYKHO BO3HUKHOBEHHUE CYIOPOT.

[Tpu kKOMOMHHPOBAHHOM IpUEME C AMUHOTJIMKO3UIaMH HA0JII01aeTCsl CHHEPTU3M B OTHOIICHUU
OaKTEpULIUTHOTO JEHCTBUS.

Oco0ble ykazanus

[ToGounsie 3¢ddexTsr B OoMpIIMHCTBE ciy4yaeB ciaOble W NPEXOsIIue, KakK IMpaBHIIO, HE
TpeOyromue OTMEHbl mpenapara. [Ipu MOsABIEHUU aJUIEPrHUECKUX peakuuid K mpenapary
HEO0OXOUMO MPEKPATUTH €r0 MPUMEHEHUE.

B mpornecce neyenus cinenyer uzberatb yabTpaduOIETOBOTO OOIYYEHHUS B CBS3HU C BBICOKHM
PHCKOM BO3HUKHOBEHHUS (DOTOCCHCHOMIM3AIMK. Y MaMEHTOB C HEJOCTATOYHOCTHIO TIIFOK030-6-
docdarnernnporeHazbl MOXKET Pa3BUBATHCS TEMOJIUTHYECKAS AHEMHUSI.

[Tpu nauTensHOM MPUMEHEHHH IMpernapara CleAyeT CIeIUTh 32 OOLIMMU MOKa3aTeNlIMU KPOBH,
omnpeneniatb (YHKIMH TEYEHH M TO0YEeK M TOBTOPATH OIpPEICICHHE YyBCTBUTEIHLHOCTH
MHUKPOQIIOPHI K Mperapary.

B Teuenue kypca jgeueHus HEOOXOAMMO YBEIHUUTh KOIUYECTBO MOTPEOIsIEMON KUIKOCTH (IO
KOHTPOJIEM JTNype3a).

C OCTOpPOXHOCTBIO Ha3HauaTh ManueHtam ctapmie 70 et (u3-3a TMOBBIIIEHHOW YaCTOTHI
BO3HUKHOBEHUS TTOOOYHBIX 3(PPEKTOB y JIHI] MOKUIOTO BO3pPACTa) M MAIMECHTAM C HapyIICHUEM
¢bysakun nouek (KK >10 u <30 mn/muH) (mpoTuBOmoka3aHo mpu onurypuu u anypuu, KK
<10 ma/mMuH), TpeOyeTcss KOPPEKIMS J03bI U PETYIISIPHBIA MOHUTOPUHT COCTOSTHUSI MAI[MEHTA.
CobmronaTte OCTOPOXKHOCTH TPW HA3HAYCHWHW TIperapara MalndeHTaM, MMEIOIINM B aHaMHe3e
HapyIIeHHEe MO3TOBOTO KpOBOOOpamieHus (B TOM YHCIIE KPOBOM3JIHMSHUAE B TOJOBHOW MO3T,
Cra3Mbl COCYJIOB TOJIOBHOT'O MO3Ta), a TAKXKE CYOPOTH.

MoxeT oTMeuaThCsl JIO)KHOMOJIOXKHUTENNbHAS peakiys Ha TJIIOKO3y MOYHM HpPU HMCIOJIb30BaHUU
peaxtuBa beneaukra nim pactsopa demmHra. PekoMeHayeTcs ncnoabp30BaTh (PepMEHTATHBHBIC
PEaKINH C TIFOKO300KCHIa30H.

BcnoMorarenbHEIE BEIIECTBA

ITpemapar VYPCEIITHUA conmepxxur nakro3y. Ilammentam ¢ peako  BeTpedaromeics
HACJIEICTBEHHONW HEMEPEHOCUMOCTBIO TaIaKTO3bl, Ae(PUIIMTOM JIaKTa3bl JOMApe UM TIFOKO030-
TaJIaKTO3HON MabaObCopOIMeit He clieyeT MPUHUMATD STOT Mperapar.

Bansinne Ha cOCOOHOCTH YIPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH

B nepuon neueHus manuMeHT JOJDKEH BO3JEP)KHUBATHCA OT 3aHATHM MOTEHIUAIBHO ONACHBIMU
BUJAMH JESITEIbHOCTHU, TPEOYIOIIMMH TOBBIIIEHHON KOHIEHTpPAllMd BHHUMaHUS U OBICTPOTHI

MICUXOMOTOPHBIX PEAKIUM.
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dopma BbINycKa (nocneno BATENBHOCTb 0002 )

Kancynbr 200 mr.

[To 10, 15 nnm 20 kancyn B KOHTYPHYIO SSYEUKOBYIO YIAKOBKY M3 IUIEHKH ITOJIMBUHWIXJIOPUIHON
1 (OB ATIOMHUHUEBOM IMEYaTHON JTAKUPOBAHHOM.

ITo 10, 15, 20, 30, 40, 45, 50, 60, 70, 75, 80, 90, 100, 105, 120, 135, 140, 150, 160, 180, 200
Karcysa B OaHKY MOJIMMEPHYIO M3 MOJMIIPONIICHA C KPBIIIKOW HATATHBAEMON M3 MOJUATUIICHA
BBICOKOTO JIABJICHUS WIHM B OaHKY MOJIMMEPHYIO U3 MOJIMATUIICHA HU3KOTO JIABJICHUS C KPBIIIKOU
HATATMBAaeMON W3 MOJMATHIEHA HHU3KOTO JaBJICHHUS WM C KPBIIIKOM HABUHYMBAEMOM U3
HOJMATUIIEHA HU3KOTO JAaBJICHHS.

Kaxnyro Ganky wmu 1, 2, 3, 4, 5, 6, 7, 8, 9 wim 10 KOHTYpHBIX SUEHKOBBIX YIAKOBOK C
MHCTPYKLHMEHN 10 IPUMEHEHHUIO ITOMEIAOT B [TAYKy U3 KapTOHA.

YciaoBus xpanenust

B 3amumménnom ot cBeta MecTe Ipu Temrneparype He Bbiie 25 °C.

XpaHUTb B MECTaX, HEAOCTYIHBIX JUIs JETEH.

Cpok rognocTu

5 er.

He npuMeHsATh 0 MCTEYEHUHU CpOKa FOJJHOCTH.

YcaoBus ornycka

OTIyCKaT MO pelenTy.

IIpousBoaurens/Opranusanus, NPUHAMAOIIAS IPETEH3UN OT NOTPeduTeNel

OO011ecTBO ¢ OrpaHUYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»), Poccus
Kyprauckas 061., r. Kypran, npocnext Koncturynuu, 1. 11

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

Co0O0IIUTh O HEXENATENbHBIX PEaKIUsIX MOXKHO 1o Tenedony +7 (3522) 55-51-80.
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