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IHCTPYKUIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCHKOI0 3aC00y

APHU®OH® PETAP]
(ARIFON® RETARD)

Cknao:

ditoua peuoesurna: iHganamin (indapamide);

1 TabieTka MicTuTh 1,5 Mr iHAamaminy;

O0ONOMIJICHI pewosuHU . JTAKTO3W MOHOT1IpaT, rinpomenosa (E 464), moBiToH, KpEMHIIO JIOKCH KOOI THUN
oe3popnmit (E 551), marnito creapar (E 470 B), turany miokcun (E 171), rminepun (E 422),
makporo 6000.

Jlikapcbka ¢opma. TabneTKu, BKPUTI IJIIBKOBOK 000JIOHKOKO, MPOJIOHTOBAHOT Jii.
OcHosni ¢hizuko-ximiuni eracmusocmi: OLIOTO KOIbOPY, KPyriaoi (Gopmu TaOJIETKH, BKPUTI IUTIBKOBOIO
000JIOHKOIO.

®dapmakoTepaneBTHYHA rpyna. JliypeTMKH 3 MOMIPHO BHUPAKEHOIO J1ypETUYHOIO AKTHBHICTIO, 3a
BUKItOUeHHM TiazuAiB. Cynbdonamiau, npocti. [npanamia. Kog ATX C03B All.

Dapmakonoziuni enacmueocmi.

Dapmaroounamika.

Mexanizm 0ii

[npanmamin — cynbhoHaMITHUNA AIypEeTHK 3 1HIOJOBHUM KUIBIEM, IO (HapMaKOJIOTIYHO CIOPIIHEHHN 13
Tia3WAHUMU JIlypETUKAMH Ta MPU3HAYAETHCSA IS JIIKYBaHHS apTepiajibHOI rinepTeH3ii.

[nmamamiz i€ Ha piBHI HUPOK 1 CY/AMH.

Inpanamin iHriOye peabcopOLito HaTPil0 y KOPTUKATBHOMY CerMEHTI HUpOK. Lle mijBuIIy€e eKCKpelito HaTpito
Ta XJIOPUJIB y CeUy 1 MEHIIIOK MIPOIO — KaJit0 Ta MarHito, MiABUIIYIOUYM TaKUM YHHOM JIYpe3.
Dapmakoounamiuti eghexmu

Kuiniani gocmimkenns 1111 ¢da3u 13 3acTocyBaHHsIM iHAanamigay sIK MOHOTEpAIii MPOJEMOHCTPYBAIH, IO
AHTUTINEPTEH3UBHUM eeKT iHAanaminy TpuBae mpotsroM 24 romuH. [liypernunuii edext OyB MOMipHHUM.
AHTUTINIEpTEeH3MBHA [Iisl 1HJANamigy MOB’si3aHa 13 MOKpAIIEHHSIM €JIaCTUYHOCTI apTepiii Ta 3MEHIIEHHSIM
PE3UCTEHTHOCTI apTepio 1 3araIbHOTO MEPUPEPUIHOTO OOPY CYAUH.

[Hmamamin 3mMeHIye rineprpodiro JiBOrO NUTYHOYKA.

[Ipu nepeBuILieHH] PEKOMEHI0BAHOI JI03M TEPANEBTUYHUM e(DeKT Tia3uIiB Ta Tia3uAONOMIOHUX JlypETUKIB HE
30UIBIIY€EThCS, TOAL K KUIBKICTh HeOaKaHMX SIBHII 3pocTae. SIKIIO JTIKYBaHHS € HEJOCTaTHbO €(PEKTUBHUM,
I1JIBUIIYBATH J03Y HE PEKOMEHIY€EThCS.



Sk OyIo MoKa3aHO y MOCHTIPKEHHSX PI3HOT TPHBATOCTI (KOPOTKOI, CEpeTHBOI Ta JOBI'0i) 3 y4acTIO MALIEHTIB 13
apTepiaTbHOIO TIMEPTEH3IEI0, IHAAaAMIT;
e HE BIUIMBAE Ha META0OJII3M JIIIIB (TPUIITILEPUIH, XOJIECTEPHH JIIOMPOTEINIB HU3bKOI HIUILHOCTI Ta
XOJICCTEPHH JIITOMPOTEI/IB BUCOKOT IUTLHOCTI),
e He BIUTMBAaE Ha MeTalOJi3M BYIJIEBOJIB, HABITh Y XBOPUX Ha IyKPOBUH [ia0eT Ta 3 apTepiabHOO
rinepTeH3iero.
[nanamin fiie Ha piBHI CYAMH NUIIXOM:
e 3MEHIICHHS CKOPOTIMBOI 3JaTHOCTI TJIQJAKUX M S3iB  CyOWH, M0 TIIOB’SI3aHO 31 3MiHAMHU
TpaHCMEMOPaHHOTO OOMiHY 10HIB (TOJIOBHUM YHHOM KaJIBIIIIO);
e cruMyJii cuHTe3y mpocraranauHy PGEz ta mpocranukininy PGIl. (BazogmnaraTtop Ta iHTIOITOp
arperariii TpOMOOIIUTIB).
Dapmaxokinemuxa.
1,5 wMr iHmamamigy MICTUTBCSA Y TaOJeTIl IPOJOHTOBAaHOI Jii, CTBOPEHOI Ha OCHOBI MAaTpHKCY.
Po3noninenns iHmanamixy B CHCTEMi MaTpHUKCy 3a0e3neuye Horo piBHOMipHE BUBUIbHEHHS 3 TAOJIETKH.
AGcop6iiis
BusineHena ¢paxiis iHmanamixy MmBUAKO Ta TMOBHICTIO BCMOKTYETHCS y NUTYHKOBO-KHIIKOBOMY TPAKTi.
[TpuitoM ki Jemo miaBUINY€E MMIBUIKICTH aOcopOIiii, ajge He BIUIMBAaE Ha KUIBKICTh Mpenapary, Mo
BCMOKTAJIacs.
MakcuMasnbHa KOHIEHTpALlis y MIa3Mi KPOBi MIC/S TPUIOMY OJHOPA30BOi 03U JOCATAETHCS MPUOIU3HO
yepe3 12 roauH, mopasblle 3aCTOCYBaHHS Iperapary 3MEHIIye KOJMBAHHS PIBHS IHIANaMimy y IUia3mi
KPOBIi y MIXK/I030BOMY iHTepBaii. ICHYIOTh IHTpaiHIUBIAyaIbHI KOJIMBAHHS.
Posnoain
3B’s13yBaHHs 3 MPOTETHAMH TuTa3Mu KpoBi — 79 %.
[lepion HaniBBUBEACHHS CTaHOBUTH BiA 14 10 24 roauH (y cepeanboMy 18 ronun).
PiBeHp cTabibHOT KOHIIEHTpAIii JOCATAEThCs depe3 7 NHIB. PeryispHe 3acToCyBaHHS HE CIPUYHHSIE
KyMYJISIIi.
Busenenus
Innanamin BuBoauThes 13 ceueto (70 % Bim mo3m) Ta dekamismu (22 %) y BUIIIAAI HEAKTHUBHHUX
MeTaboMITIB.
[arieHTH BUCOKOTO PU3HKY
V narieHTiB 13 HUPKOBOIO HEJOCTATHICTIO (JapMaKOKIHETUYHI TapaMeTpy HE 3MIHIOIOThCSI.

Kainiuni xapakTepucTUKH.
Hlokazannsa.
APU®OH® PETAP]] noka3aHuii Ipu eceHIiaNbHiil TinepTeHsii y JopoCIux.

Ilpomunoxazauus.

- [ligBuIieHa 4y TIMBICTH MO A1F0Y0i PEYOBHHH, HIIUX Cylb(oHaMiTiB a00 10 OyAb-sIKUX JOMOMIKHHX
PEYOBHH;

- TSDKKa HUPKOBA HEJIOCTATHICTh;

- IeYiHKOBA eHIledaonarist a0o TSKKe MOpYyIIeHHs (YyHKIIT MeUiHKY;

- TiOKaIieEMIsl.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6UOU 63acMo0ill.

Hepexomenoosani kombinauii

Jlimiy. Mo>nvBe MiJABUILEHHS PiBHS JITIIO Yy TUIa3Mi KPOBI Ta MOsIBA CHMITOMIB MEPe03yBaHHS, K 1 IpU
0e3conboBif Mi€Ti (3HMKEHHSI €KCKpewii JITIIo0 3 cedero). SIKio MmoTpiOHe NpHU3HAueHHS J1ypeTHKa,
HEOOX1JTHO IPOBECTH peTebHUI MOHITOPUHT PIBHSA JITIIO y MJIa3Mi KPOBi Ta aAanTyBaTH 03y JITiIO.




Kombinayii, wo nompebyrome obepescnocmi
Ilpenapamu, wo moxcyme cnpuvuHumu SUHUKHEHHS NAPOKCUBMATbHOI ULTYHOUKOB0I maxikapoii muny
«nipyemy, Taki K (IepelliK He € TTOBHUM):

® AHTHAPHUTMIYHI Ipenapaty kiacy la (Hanpukian KBiHIIUH, T1IPOKBIHIHH, TU30IIpaMim);

e aHTHapUTMiuyHiI mpenapatu knacy Il (Hanpuknax amionapoH, coTanoi, aodeTuiia, 10yTumin,
operuiiii);

e JIesKi aHTUIICUXOTHYHI [TpernapaTH:

o (eHoTiazuHU (HAPUKIIA]] XJIOPIIPOMA3HH, I[iaMeMa3uH, JICBOMEIPOMAa3HH, TIOPHUIA3HH,
TpuITyoIepasuH);

o OeH3zaMigy (HapUKIIa aMiCyJbIIPH, CYJbIIPHI, CYyIbTONPHI, TIallPUL);

o OyrupodeHoHH (HAPUKIIA APONEPHI0, TaIOTIEPUI0IN);

e  IHII AHTUIICUXOTHKHU (HAIIPHUKJIAI IMIMO3U/);

e iHmIi Jikapchki 3acoOu: (Hampukiax Oenmpuawi, IM3anpuia, AudemMaHiia, epUTPOMILUH
BHYTPIIITHLOBEHHUH, rajo(aHTpuH, Mi30JIaCTHH, MeHTaMIJIiH, criapdIoKcaIyH,
MOKCH(]IIOKCALlMH, BIHKaMiH BHYTPIIIHbOBEHHU, METAIOH, aCTeMi30J1, TepheHaIuH).

[Tpu 3acrocyBaHHI iHAAmaMigy 3 BHIIE3a3HAYCHUMH JIKAPCHbKUMHU 3aco0aMH IMiJBHUILYETHCS PUZHK
BUHHMKHEHHS NIUTYHOYKOBHX apUTMii, 30kpema torsades de pointes — mapoKCH3MalbHOI NUTYHOYKOBOT
Taxikap/ii Tuny «mipyeT» (Tinokaniemis € GakTopoM pU3UKY).

Ilepen mnpu3HayeHHAM Takoi KOMOIHALi CIiJg TEpeBIpUTH pIBEHb KaNil0 Ta y pas3l HEOOXiTHOCTI
BiKopuryBaTu Horo. Cii KOHTPOJIOBATH KJIIHIYHUNA CTaH MAlli€HTIiB, enekTpomiTi miazmu ta EKT. Tlpu
HasIBHOCTI TiMOKaTieMii PEKOMEHJOBAHO TNPH3HAYaTH NpenapaTH, II0 He CIPUYMHSIOTH BHHUKHEHHS
torsades de pointes.

Hecmepoioni npomuzananvni npenapamu (018 CUCMEMHO20 NPUSHAYEHHS), GKIIOUAIOYU CENeKMUBHI
iHeibimopu yukiookcuzenasu 2, 8enuki 003u ayemuacaniyunosoi kuciomu (>3 2/006y):

® MOXXYTh 3MEHIIYBAaTH aHTHUTINEPTCH3UBHUN ePEeKT iHAanamiy;

® y 3HEBOJHEHHX MAalI€HTIB MiIBUIIYETHCS PU3UK BUHUKHEHHSI TOCTPOI HUPKOBOI HEJOCTATHOCTI
(uepe3 B3HIDKEHHS TioMepyisapHoi ¢urerparnii). Ilepex mnouaTkom JiKyBaHHS HEOOXiIHO
BITHOBUTH BOJHMI OajaHC Ta MepeBIpUTH (PYHKIIIIO HUPOK.

Incioimopu AIlI®. MoxiviBe BUHUKHEHHS PanToOBOi apTeplajibHOI TrinoTeH3ii Ta/ado rocTpoi HUPKOBOL
HEJIOCTATHOCTI y MAIli€EHTIB 31 3HW)KEHUM pPIBHEM HaTpito (0COOIMBO y MAII€HTIB 31 CTEHO30M HUPKOBOI
aprepii).

Apmepianvua cinepmen3sia. SIKIIO TONEpeNHE 3aCTOCYBaHHS JIypeTHKa BHMKIIMKAIO 3HMKEHHS DIBHA
HATpilo, HEoOXigHO 3a 3 M0o0M J0 TMOYATKy JIKYBaHHS iHTIOITOPOM aHTiIOTEH3WHIEPETBOPIOBAIBHOTO
depmenty (AIID) npunuHUTH NpUIOM AlypeTHKa Ta MOTIM HpPU HEOOXIIHOCTI BIHOBUTU TEpariio
niypetukoM a0o posnouyaTH mnpuiioMm 1HrioiTopy AII® 3 HH3BKOI MOYATKOBOI JO3M 13 MOAAIBIIUM
MOCTYNOBHM i1 MiIBULIICHHSIM.

[lpu 3acmitniu cepyesiii Hedocmamnocmi 3actocyBaHHs 1HTIOITOpy AIID ciig posmounmHatu 3
MiHIMaNbHOI J03H, Ta, MOXJIIUBO, MICIsS 3HWKEHHsS 03U MONEPeAHbO MPU3HAYEHOro JiypeTHKa, IO
BUBOJIUTDH KaJTii.

YV 6yov-axomy eunaoxy HeOOX1AHO MPOBOAUTH KOHTPOJb (DYHKIIT HUPOK (KpEaTHHIHY IUIa3MU) MPOTITOM
NepIIuX TUXKHIB JIKyBaHHs 1Hr101TopoM AIID.

Ilpenapamu, wjo mMoxcyms CHPpUYUHUMU BUHUKHEHHS 2INOKANIEMIL: 2NI0KO- Ma MIHepaioKoOpmuKoiou (01s
CUCeMHO20 NpusHaueHHs), amgomepuyun B (6Hympiuinbo8eHHUll), MempaKo3aKkmuod, HPOHOCHI
npenapamu, wo CMUMYIIOIOMb NePUCMATbMUKY, TIIBUILYIOTh PHU3UK BHUHUKHEHHS TiMOKamieMii
(amutuBHUM edekt). CniJy KOHTPOIIOBATH Ta MPU HEOOXITHOCTI MPOBOJUTH KOPEKIIIO0 PIBHS Kalilo y
IU1a3Mi  KpoBi, OCOOJIMBY yBary CciiJi NpUIUIATH OJHOYACHIM Tepamii 13 CepLeBHUMM TIIKO3HIAMHU.
PexomeHyeThCS IpU3HAYaTH MTPOHOCHI MPEMaparTH, 110 He CTUMYJTIOIOTh TIEPUCTAIBTHKY .




Ipenapamu nanepcmsaHku.

[Nnokamiemiss Ta/abo TimoOMar”iemiss cCupusie TOKCUYHIN [ii HamepcTSHKU. PexoMeHIyeThCcsl MMPOBOIUTH
MOHITOPUHI pPIiBHS Kajio, MarHito y 1uiasmi kpoBi Ta EKI-KoHTpodb, a y pa3i HEOOXiTHOCTI —
KOPUT'yBaHHS JIIKYBaHHS.

baxnogen mocwiioe aHTUTINEPTEH3MBHY [0 TpenapaTy. Ha mouaTky Tepamii HEOOXiAHO BiJIHOBHUTH
BOJIHO-CJIEKTPOIITHUI OajlaHC Ta KOHTPOJIOBATH (PYHKIIIFO HUPOK Y TaIli€HTA.

Kombinayii, wo nompebyroms ocobausoi ysacu

Anonypunon. OnHOYacHE 3aCTOCYBaHHSA 3 I1HAANAaMIJOM MOXE IMPU3BECTH JI0 MiABUILEHHS YacTOTH
BUHUKHEHHS PEAKIiN TiMepuyTIAUBOCTI 10 aTOMyPHHOIY.

Kombinayii, wio nompebyroms ysazu

Kaniiizbepicaroui diypemuxu (aminopuo, cnipoHONaKkmoH, mpuammeper). SIKIIO iCHYe€ IOUUIBHICTH
NpU3HAUYCHHSA Takol KoMOiHAIii JEsKUM TMalli€eHTaM, HE BHUKIIOYAETbCS MOXKIMBICTh BHUHUKHEHHS
rinokamieMii a0o rinmepkamieMii (0COONMMBO y XBOpPHX Ha I[yKpoBUW 1iaber abo 13 HUPKOBOIO
HenoctatHicTio). Ciiy TpOBOAWTH MOHITOPUHT Kajito y 1wiasmi kpoBi, EKI'-koHTpons Ta mnpu
HEOOXITHOCTI KOPUTYBATH TEPAITIIO.

Memeopmin. 1liaBUILYETbCS PU3UK BUHUKHEHHS MOJIOYHOKUCIOIO alMa03y y pa3l PO3BUTKY
(yHKIIOHATFHOI HUPKOBOI HEAOCTATHOCTI BHACTINOK MPHUHOMY AiypeTHKiB, OCOOIMBO METIhOBUX. He
Clil mpu3HayaTH MeTHOpPMiH, SKIIO piBEeHb KpEaTHHIHY Yy TIUIa3Mi KpoBl mepeBuinye 15 mr/n
(135 mMxMoutb/11) y YostoBikiB Ta 12 mr/it (110 MKMOJIB/JT) y JKIHOK.

Hoookonmpacmui 3acobu. Y pasi Aeriaparamii, crpuuuHeHoi TpHIOMOM JiypeTHKiB, 36ibLIyeThCS
PU3UK PO3BUTKY TOCTpOi HHUPKOBOI HEJOCTATHOCTI, OCOOJMBO TIPH 3aCTOCYBAaHHI BEJHKHX [03
HOMOKOHTpacTHUX 3ac00iB. HeoOXiMHO BiHOBUTH BOJHWK OanaHC JO NMPU3HAYEHHS WOJOKOHTPACTHUX
3aco0iB.

Iminpaminonooioni awmuodenpecanmu, Hetiporenmuky. IloCUIEHHS aHTUTINEPTEH3UBHOTO edeKTy Ta
PHU3HKY PO3BUTKY OPTOCTATHYHOI TITOTEH31T 32 PaXyHOK aJJUTHBHOTO €(heKTy.

Coni kanvyiro. MOXIVMBE BUHUKHEHHS TiNEpKabIlieMii BHACTIAOK 3HIKCHHS eiMiHAIl KajbIlito
HUPKaMHU.

Luknocnopun, maxponimyc. PU3MK MiNBUIIEHHS KpEeaTMHIHY y IJIa3Mi KpoBi 0e3 BIUIMBY Ha pIBEHb
LUPKYJIIOI0YOTO [IUKJIOCIOPUHY, HaBITh y pa3i BIICYTHOCTI 3HUKEHHSI PiBHS BOJAM/HATPIIO.
Kopmukxocmepoiou, mempaxozaxmuo (cucmemnoi 0ii). 3MEHIIEHHS aHTUTINEPTEH3UBHOI Mii 1HanamMigy
BHACJII/IOK 3aTPUMKHU BOJIM Ta 10HIB HATPIIO M1 BILIMBOM KOPTUKOCTEPOIAIB.

Ocobueocmi 3acmocy8anns.

Tayiecumu i3 nopywenusam QyHkyii newinku

VY nanieHTiB 13 nopyleHHSIM (YHKIIT MEYIHKK 3aCTOCYBAaHHS T1a3UA0NOIIOHUX JIypETUKIB, OCOOJINUBO Y
pa3i nucbanaHcy eleKTPOJITIB, MOKE CIIPUUYMHUTH BUHMKHEHHS MEUYiHKOBOI eHuedanonarii, ska Moxe
IPOrpecyBaTH 0 MEYIHKOBOI KOMU. Y TaKOMY BUIAAKY NMPUHOM J1ypeTHKIB CJiJl HEraHO IPUITUHUTH.
Csimnouymausicmo

[ToBimommsocs mpo BUMAAKU peakiiid CBITJOYYTIMBOCTI Yy MALI€HTIB, K1 NpuUManid Tia3uaHi Ta
Tia3uaonoaiOoH1 aiypeTuku (auB. po3ain «[lo6iuni peakii»). [Ipn BUHUKHEHHI TaKUX peakIiil JiKyBaHHS
JNlypeTUKaMHl PpPEKOMEHJIOBAHO TPUIUHUTH. SIKIIO € HEeOOXIOHICTh y TOBTOPHOMY IpHU3HAYEHHI
JYypETHKIB, CIIiJ1 3aXUCTUTH BPA3JIMBI AUISTHKY TiJia B1JI COHIIA a00 BiJl JUKepesl MITy4YHOTO yIbTpadioneTy.
JlonomidxcHi peuosunu

[Namientam i3 piAKICHOIO CIAaJKOBOIO HENEPEHOCUMICTIO TallakTO3H, 3arajbHUM Je(ilUTOM JakTa3zu abo
MaJbaOCOPOITI€I0 TITFOKO3U-TAJTAKTO3H HE CJIiJ] MPUIMAaTH IIeH mpernapar.

bananc 600u ma enexmponimis

Hampiu y nnazmi kposi

Heo0xigHO KOHTpOIIOBATH piBEHb HATPIIO Y TUIA3Mi KPOBI Mepe]l MOYaTKOM JIIKYBaHHS Ta PEryJIsipHO Mij
yac JIIKyBaHHsS. 3HM)KEHHS PIBHSI HATPiIO y IIa3Mi KpOBI MoOXKe OyTH CHOYaTKy O€3CMMITOMHUM, TOMY
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perysipHUi MOHITOPUHT € HEOOXiTHUM. MOHITOPUHT pPiBHS HATPIIO CIiJ MPOBOJUTH YaCTIlIe y MALli€HTIB
JITHBOTO BIKY Ta y MAIIEHTIB 13 IIMPO30M MEUiHKH. Byab-saKuil 1lypeTHK MOXKe CIPUYNHUTA BUHUKHEHHS
rinoHarpiemii, o iHOAI Ma€ cepiio3Hi HachHiAku. ['imoHaTpieMist i3 TiMOBOJEMI€I0 MOXeE MPU3BECTH 10
BUHHMKHEHHS JIETiIpaTallii Ta OpTOCTaTHYHOI T1OTEH31i; CyIyTHs BTpaTa i0HIB XJIOPY MOXKE CIIPUYMHUTH
BTOPUHHUN KOMITEHCATOPHUI MeTaboIIYHMIA aJKajio3 (4acToTa Ta BUPAXKEHICTh L[LOTO SBUIIIA HU3bKI).
Kaniu y nnasmi kposi

3HWKEHHS pIBHSA KaJilo IUTa3MH KpOBI 13 BUHUKHEHHSM TiNOKaJi€EMii € OCHOBHUM PH3HKOM IIpH
3aCTOCYBaHHI Tia3WJHHX Ta Tia3uIONMOAIOHMX AlypeTukiB. [imokamieMis Moke OyTH HPHYUHOIO
M’s30BHX posnaxiB. Hanxonuna iHdopmamis npo BHUHUKHEHHS pabIomioii3y, MNEpeBaXHO 3
CYIYTHBOIO TSDKKOIO TilMoKajieMi€ro. IMOBipHiICTH po3BUTKY rinokamiemii (< 3,4 MMOJb/l1) mMae OyTH
MoTepeKeHa y TEBHUX KAaTEeropiil MAaIll€eHTIB BHCOKOTO PHU3HMKY, TAKWUX SK IMAIIEHTH JITHHOTO BIKY,
MaIi€HTH, SKI HEAOCTAaTHBO XapuyyrTbhCs, Ta/ab0 MAaIll€eHTH, SKI MPUUMAOTh 0Oarato MeEIUKaMEHTIB,
MaIi€HTH 13 UPO30M IEUIHKH, [0 CYNPOBOKYEThCS HAOpsIKaMH Ta acIUTOM, IMAIIEHTH 3 IMIEMIYHOIO
XBOPOOOIO ceplis Ta Malli€EHTH 3 CEPLIEBOI0 HEIOCTATHICTIO. Y TAaKMX BUMAJKAX TIMOKAJTIEMIS IiABUILYE
KapIIOTOKCUYHICTh CEPIIEBUX IJIIKO3H/IIB Ta PU3UK BUHUKHEHHS apUTMIMN.

[TanienTy, sixi MaroTh nogoBxkeHui inTepBan QT BpokeHOro abo ATPOreHHOTO I'eHe3y, TAK0XK HajlexaTb
no rpynu pusuky. [imokamiemis, sik 1 Opaaukapiis, MOXYTb CIPHSITH PO3BUTKY TSDKKUX IMOPYIICHb
CepLEBOr0 PHUTMY, 30KpeMa MapOKCU3MalbHOI IIIYHOUKOBOI TaxXiKapAii THUIly «IipyeT», IO MOXe
IPU3BECTH JI0 JICTAJILHOIO HACTIJIKY.

B ycix Bume3a3HaueHMX BHITAJKaX HEOOXIAHWH YACTIIIMH KOHTPOJb PiBHS Kaito y Kposi. [lepmrmii
aHaui3 Ma€ OyTH 3IHCHEHUH MPOTATOM 1-T0 THXKHS JTIKyBaHHS.

VY pa3i BusiBJICHHS TinoKajieMii ciig mpoBecTH ii Kopekmiro. [imoxamiemis, M0 BUHHKIA y 3B SI3KY 3
HU3bKOIO KOHIICHTPAI[IEI0 MArHit0 B CUPOBATIIl KPOBi, MOXe OyTH pepaKTepHOIO 0 JIIKYBaHHS, SKIIO HE
IPOBOJUTHCS KOPEKIIisl PiBHS Mariro B CHPOBATIII KPOBI.

Maeuiu y nnasmi kposi

Byno noxasano, mo Tiasuau Ta MOB’sA3aHI 3 HUMH JA1YPETHUKH, BKIIOYAIOYH iHJANaMill, 301IbIIYIOTh
EKCKpEIlil0 MarHiro 3 cedero, 10 MOXKE CIPUYMHHUTH TiloMarHiemiro (auB. posainu «B3aemomis 3
IHIIMMH JIIKAPChKUMU Ta 1HII BUAM B3aemoAin» Ta «I1o01uH1 peakiii).

Kanvyiu y nnazmi kpogi

Tia3ugHi Ta TIa3UIOMOAIOHI AIypeTHMKHM MOXKYTh 3MEHINYBAaTH E€KCKpELll0 KajbIlllo 13 Ce4yero Ta
NOPU3BOJUTU JIO HE3HAYHOTO 1 TUMYACOBOIO IIJBHUINEHHS PIBHS KaJbllil0 y IUIa3Mi KpoBi. Bupaxena
rinepKabliieMiss MOXe OyTH HACIHIJIKOM MOMEPEeIHbOr0 HEAIarHOCTOBAHOTO Timeprapatupeoinusmy. Y
TAaKOMY pa3i JIKyBaHHS CIIiJ IPUITUHUTH Ta 0OCTEKUTH (YHKIII0 TapaTUPEOiJHUX 3aJ103.

I'noxo3a kposi

VY XBOpHUX Ha LIYKpOBUH /ia0eT Ba)KJIMBO KOHTPOJIIOBATH TJIIOKO3Y B KPOBi, OCOOJIMBO NMPHU HAasIBHOCTI
rinoKaiemii.

Ceuosa xucroma

V mnamieHTiB 13 MABUIICHUM PIBHEM CEYOBOi KHCJIOTH MOXKJIMBA TEHJICHIIIS JO MiJIBUIIECHHS KITBKOCTI
HaraJiB MoJarpu.

DyHKyia HUpoK ma Oiypemuxu

TiasuaHi Ta Tia3uAONOAIOHI NiypeTHKH HalOLIbI eeKTUBHI, KO (QYHKIIS HUPOK HE MmopyuieHa ado
SKIIO MOPYUICHHS € HE3HAYHUMHU (KpEaTHHIH IJIa3MH KpoBi < 25 Mr/i, To0TO 220 MMOJIB/T y AOPOCIHUX).
VY mami€eHTiB JITHBOTO BiKy KpeaTHWHIH y IUIa3Mi KpoBi Mae OyTH Ha piBHIi, 110 BIJIMOBiIA€ BiKy, Maci Tija
Ta crati. ['imoBoseMis, MOB’s3aHa i3 BTPATOI0 BOJAM Ta HATPil0 BHACIHIJOK 3aCTOCYBaHHS JIypeTHKIB, Ha
[OYaTKy JIKyBaHHS CIPHYMHSE 3HIKEHHS TIoMepyisipHoi ¢inprpanii. Lle Moxke mpusBectn [0
IiJBUILEHHS pIBHSA CEUOBMHHM Ta KpeaTHHIHYy y KpoBi. Taka TpaH3uTOpHa (yHKIiOHaJIbHAa HUPKOBA
HEJIOCTAaTHICTh HE Ma€ HACIIJKIB B 0Ci0 13 HOpMabHOIO (PYHKII€I0 HUPOK, ajie MOXKE MOTIPLINTH ICHYIOUY
HUPKOBY HE/IOCTATHICTb.



VY cnopmcmenis iHganaMiz] MOXKe CIIPUYUHUTH MTO3UTHUBHY PEAKIIIIO MPH MPOBEACHH1 TOMIHT-KOHTPOJIIO.
XopioioanvHuii eunim, cocmpa mionis (KOpOmMKO30picms) ma 6MOPUHHA 3AKPUMOKYMO8A 2NAYKOMA.
[Ipenaparu, mo MicTATh cyabpoHaMiT a00 MOXigHI CyIb(OHAMITY MOXKYTh BUKIHMKATH 1110CHHKPATHUHY
peaxiliro, Mo CIPUIYHHIE XOPIoinadbHUNA BHMIT 3 AeEKTOM 30pOBOTO IOJIA, TPAH3UTOPHOKO MIOIIEI0 Ta
TOCTPY 3aKPUTOKYTOBY IilaykoMy. CUMITOMH BKJIIOYalOTh TOCTPHIl MOYATOK 3HMXKEHHS TOCTPOTH 30pYy
abo Ouh B omi 1, SK MPaBWUJIO, BHUHUKAIOTH MPOTATOM JACKUIBKOX TOJAMH a00 THIXKHIB 3 IOYaTKy
3acTOCYBaHHA Ipernapary. HemikoBaHa rocTpa 3aKpUTOKYTOBA TJayKoMa MOXKE MPHU3BECTU JI0 MOCTIHHOI
BTpatd 30py. OCHOBHE JIiIKyBaHHS — 1€ SIKHAWIIBUAILIE MPUITUHUTH 3aCTOCYBAHHS JIIKAPCHKUX 3aCO0IB.
SIKII0 BHYTPIIIHBOOYHUHM THUCK 3aJHMINAETHCS HEKOHTPOJIBbOBAHMM, MOJXIJIHMBO, HEOOXIIHO 3acTOCYBaTH
OTIEpaTUBHI MEIUKAMEHTO3HI ab0 Xipypriudi MeToau JiKyBaHHsS. DakToOpaMH PU3UKY PO3BUTKY TOCTPOI
3aKpUTOKYTOBOI IIIayKOMU MOXe OyTH aneprist Ha cyiab(poHamia ad0 MEeHIIWIIH B aHAMHE31.

3acmocyesanus y nepiod sacimuocmi abo 200y8amis 2pyoow.

Baeimuicms

Jlani momo 3acToCyBaHHs iHIANaMigy BariTHUM XiHKaM BiJCyTHI a6o oOmexeHi (Merme 300 BUMaaKiB).
Hacninkom TpuBanoro 3actocyBaHHs Tia3uaHOro Alypetuka mif yac III pumecTpy BaritHOCTI Moxke OyTu
3HIDKEHHSI 00’ €My ITUPKYJIIOI0UYO0] KPOBI BariTHOI JKIHKM Ta MAaTKOBO-IUIAIICHTAPHOTO KPOBOHAIIOBHCHHS,
0 MOXE€ CHPUYMHUTH (QETOIUIAlleHTapHy IIMEeMIl0 1 3aTpUMKy pO3BUTKY Iutofa. JlocmimkeHHs Ha
TBapUHAX HE BUSBWIM NPSIMOTO ab0 OIMOCEPEIKOBAHOTO TOKCHYHOTO BIUTUBY HAa PEMPOMYKTHUBHICTB. Sk
3anmo0kKHMIA 3axi] 0a)aHO YHUKATH 3aCTOCYBAaHHS 1HIANamiay i yac BariTHOCTI.

T'ooyeanns epyoorw

Jlani 1mo/10 NpOHUKHEHHS 1HAanamiay/MeTaboMiTiB y TpyIHE MOJOKO HelIOoCTaTHI. MOXyTh PO3BUHYTHUCS
rinepuyTIUBICTh A0 MOXIAHUX CYJIb(POHAMITIB Ta TiMOKalieMis. PU3UK 1T HOBOHAPOIKEHUX/HEMOBJIST
BUKIIIOUATH HE MOKHA. [HIamamMig HallexKuTh 10 Tia3UI0NOIOHUX AlyPETHKIB, 3aCTOCYBAHHS SKUX MiJ Yac
TOAyBaHHS TPYJIIO TOB’S3YIOTh 31 3MEHIICHHAM a00 HaBiTh NMPUTHIYEHHSAM Jaktamii. [Hmanmamin He
PEKOMEHIOBAaHUH Yy Mepioj] rOAyBaHHS TPYIIIO.

Depmunbricmy

JlocniKeHHsT penpoAyKTUBHOI TOKCUYHOCTI MMOKa3aJld BiJCYTHICTh BIUIUBY Ha ()ePTUIIbHICTH CaMIliB Ta
caMoK I1ypiB. BimuBy Ha epTHIIBHICTD JIFOAUHU HE OYIKYETHCS.

30amuicmy  enausamu Ha WEUOKICMb pearkyii npu KepyeamHi A8MOMPAHCNOPMOM abo IHWUMU
MexaHizmamu.

APU®OH® PETAP]] He BIMBae Ha MUIBHICTh. Ajle y pa3i BUHMKHEHHs HeOaKaHMX peakiliif (1uB.
po3nin «Ilo6iuHi peakuii»), y TOMy 4HCII CUMOTOMIB, MOB’SI3aHUX 31 3HWKEHHAM apTepiajbHOIO THCKY,
0COOJIMBO Ha TMOYATKY JIIKyBaHHS a00 y pa3l 3acTOCyBaHHS y KOMOIHAIII] 3 1HIIAM aHTUTINEPTEH3UBHUM
3ac000M, 3/IaTHICTH KepyBaTH aBTOMOOieM a0o mMpaloBaTH 3 IHIIMMH MeXaHi3MaMH Moxe OyTu
MOPYIIEHOIO.

Cnoci6 3acmocyeanus ma 003u.

Cnocib 3acmocysans

Jl1s mepopalibHOTO 3aCTOCYBaHHS.

Jlo3yeanns

1 tabnerka Ha m00y, OaxaHo BpaHii. TaOneTKy ciiJ KOBTaTH IIUJIOK0, HE PO3KOBYIOUH, 3aIUBAIOYU
BOJIOIO.

3acTocyBaHHsI OUIbII BHUCOKHX 103 TMpernapary He NPU3BOAUTH 10 30UIbLICHHS AHTUTINEPTEH3UBHOIO
edexTy, ane IlypeTUUHHI e(eKT 3pOoCTae.

Ocobnusi epynu nayienmis

Hupxosa nedocmammuicmu (auB. po3ainu «OcoOIMBOCTI 3acTOoCyBaHH» Ta «[IpoTHIIOKa3aHHA»)




[NamienTam 13 TSDKKOIO HUPKOBOIO HENOCTATHICTIO (KiIipeHc kpeaTwHiHy < 30 MIJI/XB) 3aCTOCYBaHHS
npenapary npoTurnokaszade. Tia3uaHi Ta Tia3uA0MOAI0H] TIyPEeTHKNA HANOUIbII €(PEeKTUBHI, KO (QYHKIIIS
HUPOK HE TIopyIIeHa ab0 SIKIIO MOPYIICHHS € He3HAYHUMU.

Jlimuit gix (AuB. po3ais «OcoOIUBOCTI 3aCTOCYBAHHSI)

V mari€eHTiB JITHBOTO BiKy KpEaTHHIH Y IIa3Mi KpoBi Mae OyTH Ha piBHI, IO BiAINOBila€ BiKy, Maci Tija
ta crari. Ilamientam nitaeoro Biky APUDGOH® PETAP]] MoxkHa NMpU3HAYATH, AKIIO (YHKIS HUPOK HE
nopyiieHa abo SKII0 MOPYIICHHS € HE3HAYHUMU.

Ileyinkosa nedocmamuicme (AUB. po3aiIH «OcoOIMBOCTI 3acTOCYBaHH Ta «IIpoTUHOKa3aHHSY)

V pasi TSHKKOTO MOpYIIeHHS (PYHKIIT EeUiHKHY JIIKyBaHHS MPETapaToM MPOTHUIIOKA3aHe.

Jimu.
Besneky Ta edekTuBHicTh 3acTocyBanHs npenapatry APUDOH® PETAP]] xitaMm He BcTaHOBieHO. JlaHi
BIZICYTHI.

Ilepeoosysanns.

Cumnmomu

CuMnTOMH TIepe103yBaHHs NEPII 32 BCE MAIOTh MPOSBU BOJIHO-EIEKTPOJITHUX MOPYIIECHB (TIMOHATPIEMIS,
rinokanieMis). KiiHiYHO MOXXJIMBE BUHUKHEHHS HYJOTH, OJNIOBaHHS, apTepiaibHOi TiMOTEH31i, CyI0M,
COHJIMBOCTI, 3aITaMOPOUYEHHSI (BEPTHUTO), CILTYTaHOCTI CBiIOMOCTI, moiypii abo omirypii axx 1o anypii (1o
CIIPUYHMHEHA T1ITOBOJIEMIEIO).

Jlikysanns

3axoau mepIoi JOMOMOIM BKJIIOYAIOTh IIBHUJKE BUBEAEHHS Ipenapary LUIAXOM HMPOMHBAHHS LUTyHKa
Ta/ab0 TPU3HAYEHHSIM AaKTHMBOBAHOTO BYTUUIA 13 TOZANBIIAM BiJHOBJICHHSM BOJHO-EIEKTPOIITHOTO
OanaHCy B yMOBax CTallioHapy.

Hoo6iuni peakuyii.

HaiiGinpm gacTo moBiZoMIISsIIOCS MPO Taki MOOIUHI peakilii: rimokamiemis, peakiii rinepuayTiIuBOCTI,
HepeBaXXHO JIepMATOJIOTIUHI, Y 0Ci0 31 CXMJBHICTIO JO ajJepriyHMX Ta acTMAaTHMYHUX peakliil Ta
MaKyJIOTamyJb03HIX BUCHIIaHb.

[Tig gac jikyBaHHS iHAAMaMiIOM CIIOCTEpIraiucs HIDKYe3a3HayeHl MOOIYHI SIBUIIA 3 TaKOK YacTOTOIO
BUHHUKHEHHS: Iyxe yacto (> 1/10), wacro (>1/100, <1/10), newacto (> 1/1000, <1/100), pigko
(> 1/10000, < 1/1000), my>e pimko (> 1/100000, < 1/10000), gyactoTa HeBigomMa (He MOKe OyTH BU3HAaYEeHA
3Ti/IHO 3 HAsIBHOIO iH(OPMAITI€I0).

Cucremun [To01uH1 peakii Yacrora
OprasiB 3a Kjiacu(ikauiero
MedDRA
3 Ooky cuCTeMH KpoBi Ta | ATpaHyJIOIIMTO3 Jyxe pinko
miMpaTUIHOT cucTEMU ArtacTUyHa aHEMis Hyxe piako
I'eMosTiTHYHA aHEMis Jyxe pinko
JleiikomneHist Jyxe pigko
TpombornuToneHis Hyxe pigko
3 6oky Merabonizmy Ta oOMiHy | IimepkabliiemMis Jyxe pinko
peYOBUH INnoxamiemis (muB. posznin | Yacto
«Oco0IMBOCTI 3aCTOCYBaHHSD)
lNnonarpiemist  (auB.  posnin | Hewacro
«Oco0IMBOCTI 3aCTOCYBaHHSD)
[Nnoxmopemis Pinxo




I'inoMaruiemist Pinxo
3 00Ky HEPBOBOI CHCTEMH 3anmamMopoyYeHHsI (BEPTUTO) Pinko
BromiroBaHiCTh Pinko
T'onoBHUIl OLIIB Pinxo
[TapecTesis Pinxo
HenpuTtoMHICTH YacToTa HeBijOMa
3 00Ky oprasiB 30py Miormis YacTora HeBijioMa
XopioigalbHUN BUMIT Yacrora HEBIIOMA
Po3muTicTs 30py YacToTa HeBijioMa
[Topymienuns 30py YacTora HeBijioMa
I'ocTpa 3akpuToKyTOBa INlaykoma | YacTora HeBigoMa
3 Ooky cepis AputMis Jyxe pigko

[Tapokcu3manbHa  IIUTyHOYKOBA
Taxikapis TUITY «IipyeT
(torsades de pointes), mo moxe
MpPU3BECTH  J0  JIETAIIbHOTO
HACJIJIKY (nuB. po3aim
«Oco0nMBOCTI  3aCTOCYBaHHSD»,
«Bzaemonis 3 IHITAMHA

JIKapChbKUMH 3aco0amMu Ta 1HII
BHJIU B3aEMOIIiN»)

Yacrora HEBIAOMA

3 00Ky CyIMHHOI CHCTEMHU ApTepianbHa rinoTeH3is Jlyxe pigko

3 00Ky TpaBHOI CHCTEMU biroBanHs Heuacrto
Hynora Pinko
3anop Pinko
CyxicTb y porTi Pigko
Ilankpeatur Jlyxe pigko

3 6oky renarobimapHoi cuctemu | IlopymeHHs! GyHKIIT HEUIHKH yxe pigko

[Ipy me4iHKOBI HETOCTAaTHOCTI

YacroTa HeBiILOMa

Poznagn 3 Ooky mkipm Ta ii
MOX1THUX

MO>KJTUBE BUHUKHEHHS
NeYiHKOBOi eHIedanonartii (auB.

pOo3IiIH «OcobmmBoCTI

3aCTOCYBaHHS»,

«IIpoTunokazanss»)

TI'enatur YacTtoTra HEBIIOMA
Peakuii rinepuyTJIMBOCTI Yacto
MakynonanyJjib03H1 BUCHUIIaHHS Yacto

[Iypnypa Heuacto
AHT10HEBpOTUYHUIN HAOPSIK yxe pigko
Kponup’sHka Jyxe pigko
Tokcnunmit enigepmabHui | Jlyxe piako
HEKpOJIi3

Cunapom CriBenca — [[xxoncona | Jlyxe piako
MosxnuBe 3arocTpeHHs | YacroTa HeBiomMa

iCHYIO‘-IOFO ToCTpOro CUCTCMHOT'O
YCPBOHOI'O BOBYAKA

Peakuii ¢otouytiuBocTi (AMB.
O3 «OcobmmBOCTI

YacroTa HCBi,Z[OMa




3aCTOCYBAHHS»)

3 00Ky HHUpPOK Ta CEYOBUALIHHOL
CUCTEMHU

HupkoBa HenocTaTHICTh

Hyxe pigko

3 00Ky OIOpPHO-PYXOBOi CUCTEMH
Ta CIOJYYHOI TKAHUHU

Cra3zmu M’s3iB
M’s30Ba c1a0KIiCTh
Miauris
Pabnomioni3

YacroTa HEBigOMA
YacroTa HeBigoma
Yacrora HEBigOMa
YacroTa HeBigoMa

[lopymeHnHs  penpoayKTUBHOI
CHUCTEMH Ta MOJIOYHOI 3aJI03U

Epextunpna quchyHKIis

Heuacto

JlociiKeHHS

[Monosxxenust inrepany QT Ha

eJIeKTpoKapaiorpami (nuB.
po3ainu «OcobmuBoCTI
3acTocyBaHHs», «B3aemomis 3

IHIIMMU  JTIKQpPCBKUMHU 3ac00aMH
Ta 1HII1 BUJIA B3AEMOTII»)

Yacrora HEBIAOMA

[ligBuieHHsT  piBHSA — TUIFOKO3U
KpoBi (auB. po3ain «OcobinuBoCTI
3aCTOCYBAHHS»)

Yacrora HEBigOMA

[limBuiieHHs  piBHA  CEYOBOI
KHCIIOTH B KpOBi (AHMB. PO3ILT
«OCco0JMBOCTI 3aCTOCYBAHHS)

YacToTa HEBIIOMA

[TigBuIeHAST PIBHS TEYIHKOBUX
(dhepMeHTIB

Yacrora HEBigOMA

Onuc okpeMux MoOIYHUX peaKilii
[Tix vac mocnimxkens 11 Ta III ¢a3 mopiBasHHS 1,5 Ta 2,5 Mr iHIamamiay aHaii3 piBHS Kadilo B IJIa3Mi

MOKa3aB J10303aJIe)KHUHN BIUIUB 1HIAAIIAMITY:

e Inmamamizg 1,5 mr: xaniil y mna3mi kpoBi < 3,4 MMonb/n cioctepirasest y 10 % nanieHriB ta
< 3,2 mmoub/n 'y 4 % manieHTiB micas 4—6 THXKHIB JiKyBaHHA. Yepe3 12 THXKHIB JiKyBaHHS

CepelHE 3HMKEHHS PIBHS Kaliio B Ia3Mi KpoBi craHoBuiI0 0,23 MMOJIb/II.

e Inmamamin 2,5 mr: kaniit y miasmi kposi < 3,4 MMoJIb/J1 ciocTepiraBest y 25 % malieHTiB Ta
< 3,2 mmoub/n 'y 10 % nanienTtiB micas 4—6 TuxHIB JikyBaHHs. Yepe3 12 THKHIB JIKyBaHHS

Cepe/IHE 3HMKEHHS pIBHS KaJlilo B Ii1a3Mi KpoBi ctaHoBui0 0,41 MMOJIB/II.

Tepmin npuoammnocmi.
2 poKH.

YmoBu 30epiranus.

30epiratu npu Temmneparypi ao 30 °C.
30epiraTé y HEIOCTYITHOMY JJISL IIT€H MiCIIi.

YnakoBka.

Mo 30 Tabmerox y Omictepi; mo 1 Omicrepy y kopoOmi 3 kaprony (ans BupoOHuka AHDAPM

[Minnpuemctro ®apmanesruune AT, [Tosbiia).

ITo 15 Tabnerok y Gmictepi; mo 2 OGiictepu y kKopoOui 3 kaprony (aist BupoOHukiB Jlaboparopii Ceps’e

Innactpi, @panuis ta Ceps’e (Ipnannis) [nnactpic Jta, Ipnanmis).




Kareropis Bignmycky.
3a perenTom.

Bupoonuk.
Jlaboparopii Ceps’e IngacTpi/
Les Laboratoires Servier Industrie.

Micue3Haxo/:KeHHsI BAPOOHUKA Ta ajJpeca Micls MPOBAJIKEeHHSA HOro XislJIbHOCTI.

905 pyt ne Capan, 45520 XKini, @paniris/
905 route de Saran, 45520 Gidy, France.

Bupoonuk.
Cepn’e (Ipnannis) [mmactpic Jita/
Servier (Ireland) Industries Ltd.

Micue3Haxo:KkeHHsI BUPOOHUKA Ta ajJipeca Miclsi MPOBAJIKEHHs HOTro JAislIbHOCTI.

Maninenns, ['opeit Poyn, Apxioy, Ko. Biknoy, Ipmanmis/
Moneylands, Gorey Road, Arklow, Co. Wicklow, Ireland.

Bupoonuk.
AH®APM IlianpuemctBo @apmaneruune AT/
ANPHARM Przedsigbiorstwo Farmaceutyczne S.A.

Micue3Haxo/:KeHHsI BUPOOHUKA Ta ajJpeca Miclsi MPOBAJIKEHHs HOTro JAislIbHOCTI.

ByJI. AHHOMoN 6b, Bapmasa, 03-236, [Tonbima/
ul. Annopol 6B, Warszawa, 03-236, Poland.

3asiBHUK.
JI€ IABOPATYAP CEPB’€/
LES LABORATOIRES SERVIER.

Micne3Haxoa:KeHHS 3asIBHUKA.
50 pro Kapno, 92284 Cropen cenexc, Opaniris/
50 rue Carnot, 92284 Suresnes cedex, France.

Yy pa31 BHUHUKHCHHA 3allUMTaHb OO0 JIiKapCBKOFO 3aco6y CJ'Ii)I 3BEPTATUCA OO0 MMPEACTAaBHUKA 3asBHUKA B

VYkpaini TOB «Ceps’e Ykpaina» 3a ten.: (044) 490 3441, daxc: (044) 490 3440.

Jarta ocrannboro neperasay. 04.02.2022.
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