IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

AszariniH®
(Azahilin)

Cknap:
Aitoya peyoBuHa: pasariniH;
1 TabneTka MicTuUTb 1,44 Mr pasariniHy TapTpaTy, Kl Bignosigae 1 Mr pasariniHy.

[OMOMIDKHI PEYOBUMHW: Tperanosn Aurigpar, Kpoxmanib MNpeXxenaTuHi30BaHW, KPEMHIO AiOKCUA KOMOigHWIA 6Ge3BOAHWMIA, KUCNOTa NIMMOHHA, TaslbK, KKCoTa
CTeapuvHOBA, Lie/10/103a MIKPOKpUCTaivHa, HAaTPIk0 KPOCKapmenosa.

JlikapcbKa thopma. TabneTku.
OCHOBHI (pi3nMKO-XiMiYHi BNaCcTMBOCTI: KPYrni NNOCKi TabneTkm 6inoro abo marixe 6i10ro Konbopy.

dapmakoTepaneBTUYHa rpyna.
MpoTunapKiHCOHIYHI Npenapatu. IHri6iTopyn MmoHoamiHoKcuaasun Tuny B. Kog ATX NO4B DO02.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

PasariniH € NoTyXXHVUM i HEOOOPOTHUM CEMIEKTUBHUM IHFIBITOPOM MOHOaMiHOKcugasn B (MAO-B), WO MOXe CIPUYUHUTY MNiABULLEHHS MO3aKNITUHHOIO PIBHA
AothamiHy 'y Mo3Ky. Ha mopgensix gonamiHepriyHOi MOTOPHOI AMCHYHKLIT NOKa3aHWA NiABWLLEHWNI PiBEHb AonamiHy Ta [OAATKOBO MifBuLLeHa AonamMiHepriyHa
aKTUBHICTb, iKa, IMOBIPHO, CMIPUAE TepaneBTUYHMUM epeKTam pasariniHy.

1-amiHOiHZaH ABNSE COO0I0 aKTUBHWUIA OCHOBHWIA MeTaboniT i He € iHribiTtopom MAO-B.

KniHiYHi gocnigpKeHHs:

EthekT1BHICTb pasariniHy 6yna BCTaHOB/EHA Yy TPbOX AOCNIKEHHAX: AK MOHOTepaneBTUYHE NiKyBaHHSA B AOCNIMKeHHI | Ta SiK JofaTKoBa Tepanis neBogonu B
pocnimpkeHHsax 11 ta lll.

MoHoTepanis:

Y pocnigpkeHHi |, 404 nayieHTam 6yB [0Bi/IbHO NpU3HaYeHnin Npuitom nnaue6o (138 nauieHTam), pasariniHa no 1 Mr B AieHb (134 nauieHTam) abo pasariniHa no 2 mr
B JeHb (132 mauieHTam) nNpoTarom 26 TWXKHIB, 6e3 aKTMBHOIO npenapary MOPIBHAHHA. Y LbOMY [LOC/IIKEHHI OCHOBHWM MOKA3HWKOM eqeKTMBHOCTI 6yna 3MiHa
NiJCYMKOBOT CyMK 6aniB YHihikoBaHOT LUKaIN OLiHKKM XBOpo6u lMapkiHcoHa (YLLIOBI, yactunu I-111) Big BUXIAHOro piBHA. Pi3HULA MK cepeHiMu 3MIHOH Bif
BUXIAHOIO PiBHA 40 26 TvKHA / npunuHeHHsa (MAMH - MeTog nepeHeceHHs AaHMX OCTaHHLOrO CMNOCTepPeXeHHs) 6yna cTaTUCTUUHO 3HadvyLwow (YLUOBIT, YacTuHu
[-I11: gna 1 mr pasariniHa B MOPiBHAHHI 3 Nnaue6o -4,2, gosipunii iHTepsan (A4l1) 95% [-5,7, -2,7]; iMoBipHicTbL nomunkn (p) <0,0001; ana 2 mr pasariniHa B
nopiBHAHHI 3 nnaue6o -3,6, 95% Al [-5,0, -2,1]; p <0,0001, YLLOBI - pyxoBa aKkTUBHICTb, YacTuHa Il: ana 1 mMr pasariniHa B NOpiBHAHHI 3 nnaue6o -2,7, 95% Al
[-3,87, -1,55], p <0,0001; gns 2 mMr pasarifniHa B NOpiBHAHHI 3 nnaye6o -1,68, 95% Al [-2,85, -0,51], p = 0,0050). Pe3ynbTat 6yB 04EBMAHMM, X04a Or0 BeMYMHa
Oyna He3Ha4yHOK ANA AaHOol rpynu nauieHTiB 3 NerkuMm nepebirom xBopobu. byno BiA3Ha4YeHO 3HAYHWIA | MO3UTUBHUIA BMMB Ha AKICTb XUTTA (3a LUKa/IOH
PD-QUALIF).



[onomixxHa Tepanis:

Y pocnigpkeHHi 1l nayieHTam 6yB A0BINILHO NPU3HAYeHWI Npuitom nnauebo (229 navieHTam), pasarifida no 1 mr B AeHb (231 nauieHToBi) a60 200 M eHTaKarioHy -
iHri6iTopa katexon-O-metuntpaHcdepasn (KOMT) pasom 3 nnaHoBuMmK gosamu nesogonu (J14) / iHri6iTopy gekap6okcunasu ( 227 nauieHTam) npotsrom 18
TUXKHIB.

Y pocnimkeHHi Il nauieHTam 6yB [0BINILHO NpU3HaYeHNIA NpuinomM nnaue6o (159 nauieHTam), pasariniHa no 0,5 mr B AeHb (164 nauieHTam) abo pasariniHa no 1 mr B
[eHb (149 nauieHTam) NPOTArom 26 TUXXHIB.

B 060X AOCNigKEHHSAX OCHOBHUMW MOKa3HMKaMu e(eKTMBHOCTI Oyna 3MiHa cepefHbOl KiNbKOCTI rofAuH, NpoBefeHMX B cTaHi «off» npoTtarom gHa (3rigHo
inogo6oBMM AOMALLUHIM LWOAEHHMKAM, 3anncy B SKUX 3[INCHIOBAIMCA NPOTAroM 3 [AHIB nepef KOXXHWM OLiHOYHUM OOCTEXEHHSIM) Bif BMXIiAHOrO PiBHS A0
3aKIHYEHHS NIKYBaHHS.

Y pocnifmkeHHi Il cepefiHs pi3HUUA B KiNIbKOCTI rO4MH, NpoBeeHNX B CTaHi «off» B nopiBHAHHI 3 nnauebo, 6yna -0,78h, 95% Al [-1,18, -0,39], p = 0,0001. CepefHe
3ara/ibHO [,060Be 3HMKeHHS Yacy «off» Byno nogibHum B rpyni, Wo npuiimae eHTakanoH (-0,80u4, 95% Al [-1,20, -0,41], p<0,0001) 3 piBHeM, fKi CNOCTepiratoTbCs B
rpyni, Wo npuitmae no 1 mr pasariniHa. Y gocnigpkeHHi |11 cepegHs pisHMUA B NOPIBHSAHHI 3 nnauebo cknana -0,94 4, 95% Al [-1,36, -0,51], p <0,0001. Takox
CrocTepiranocs CTaTUCTUYHO 3HaYYLLE NONIMLWEHHA B MOPIBHAHHI 3 naue6o B rpyni, Wo npuiimae no 0,5 Mr pasarifiiHa, NpoTe Be/IMYMHA NONIMLWEHHSA 6yna HUXKYE.
HagiliHicTb pe3ynbTaTiB AN OCHOBHOIMO MOKa3HMKa eqieKTUBHOCTI 6Gyna nigTBepaXKeHa B KOMMIEKCI AOAATKOBMX CTaTUCTUYHUX MOAENein i NpoAeMOHCTPOBaHa B
TpbOX rpynax (BMBIPKK - NoOYann NPOXOAUTM NTiIKYBaHHS, AKI BUKOHa/IM BUMOT M NPOTOKO/TY Ta 3aBEPLUUIN KYPC NiKyBaHHS).

[pyropagHi NOKasHMKM eDeKTUBHOCTI BK/HOYaIN 3ara/ibHy OLIHKY MONIMNLIEHHSA Ha AYMKY (axiBus, MOKa3HUKN aKTUBHOCTI B MOBCAKAEHHOMY XUTTi (AIMK) nig yvac
«off» - mepiogn i NOKasHMKM pyxoBOi akTMBHOCTI No YLLUOBIT nig yac «on» - nepiogn. PasariniH nokasas CTaTUCTMYHO 3HaYYyLLYy nepesary B NOPiBHAHHI 3 niawe6o.
PapmakoKiHeTuKa.

BcmokTyBaHHA. PasariniH WBUAKO BCMOKTYETHCS, MakCUMaslbHa KOHLEHTpauis y nna3Mi KpoBi (Cyax) AOCAracTbcs npubnnsHo uvepes 0,5 rogmHu. A6COMIOTHA
6i0f0CTYNHICTb NpenapaTy Nicns 0AHOKPATHOro NPUtOMyY pasarifiiHy CTaHOBUTL 36 %. IKa He BN/AMBAE Ha yac A0CATHEHHS (T yax) MAKCUMabHOI KOHLEHTpaLii y
nnasmMi KpoBi, OfIHAK NPW BXWBaHHI XUPHOT iXi Cyax T& NAOLLA Mif KPUBOKO KOHLeHTpauisfi-yac (AUC) 3HmKyoTbeA Ha 60 % Ta 20 % BignosifHO. Pa3ariniH MoXHa
NPUIAMaTH HE3a/IeXHO Bif NpuiAoMy K.

Posnogin. CepefHiii 06’eM po3noginy nicns of4HOKPaTHOro BHYTPILLHbLOBEHHOIO BBEEHHS pa3sarifiHy CTaHOBUTb 243 . 3B’A3yBaHHSA 3 6ifikaMu niasMu KpPoBi nicns
nepopasibHOro NPUitoMy 0IHOKPaTHOT 03K 14C-MiueHoro pasariniHy KonveaeTbes Big 60 % 10 70 %.

MeTabonism. PasariniH Malike MOBHICTIO nigndrae 6ioTpaHcgopmauii B nediHui. MeTaboniam 3AIACHIOETbCA [ABOMa TFONOBHUMM  LUASIXaMW:  LLASIXOM
N-geankinyBaHHa Ta/abo rifpOKCUOBaHHSA 3 YTBOPEHHSIM MeTaboniTiB: 1-aMiHOiHAaHy, 3-rigpokcu-N-nponaprin-l-amiHoiHaaHy Ta 3-rigpoKcu-1-amiHOIHAaHY.
JocnifpkeHHs in vitro nokasanu, Wwo obuasa Wnsaxu Metaboniamy pasariniHy 34iACHIOTLCA 3 yyacTio i3odepmeHTy CY PLA2 cuctemun umtoxpomy PA50. OCHOBHWi
LUNAX BUBEAEHHA pa3ariniHy 34iMCHIOETLCA Y BUMNAAI FNHOKYPOHIAHUX KOH OraTiB Ta Moro MetaboniTis.

BueegeHHs. Micns nepopanbHOro Npuiiomy 14¢-miyeroro pasariniHy noro BMBeAEHHS 3AIMCHIOETLCA NEPEBAXKHO i3 ceyeto (62,6 %) Ta MEHLLOK MipOK — 3 Ka/loM
(21,8 %), noBHMIA Nepiof B1BeAeHHA 84,4 % [031 cTaHOBUTL 38 AHIB. MeHLe 1 % npenapaTy BUBOAUTLCS 3 CEYE B HE3MIHEHOMY BUTNA[I.
NiHiNHICTb/HeniHiINHICTb. Pa3ariniHy BnacTmea fiHiiHa hapMakoKiHeTVKa npu npuiioMi y fosi 0,5-2 mr. Mepiog HaniBBrBeeHHS CTaHOBUTbL 0,6-2 roAvHW.
dapmakKoKiHETMKA B OKPEMUX rpynax naLieHTiB.

MauieHTK 3 NeYiHKOBOI HEAOCTATHICTIO.

Y nauieHTiB 3 NIErKoK MeviHKOBOK HEAOCTATHICTIO CNOCTEPIrasoch NigBuULLEHHs 3HaveHb Cpg Ta AUC Ha 80 % Ta 38 % BignoBigHO. Y MauieHTiB i3 cepefHboIo

MeYiHKOBOI HeOCTATHICTIO CMOCTePiranoch NigsuLLIEHHSA 3HaYeHb Cg T2 AUC Ha 568 % Ta 83 % BifnosigHo.

MauieH TV 3 HUPKOBOI HeJocTaTHICTIO0. MapameTpn apMakOKIHETMKM pa3arifiHy NpPakTUYHO He 3MIHIOKTLCSA Y XBOPUX i3 NErKMM Ta CepeaHiM CTYNeHeM HUPKOBOT
Hel0CTaTHOCTI.




KniHIYHI XapaKTepuUCTUKMN.

lNoka3aHHA.

MoHoTepanis (6e3 3aCToCyBaHHA 1eBOLONM) NPK ifionaTMYHOMY NapKiHCOHI3MI abo AK af’toBaHTHA Tepanis (i3 3aCTOCyBaHHAM /IEBOLOMNM) 3 KOMIMBAHHAMM KiHLEBOT
[03K.

MpoTwunokasaHHs.

MigBuLLEHa Yy TAMBICTb [0 aKTUBHOT Pe4OBMHN abo A0 Oy/b-AKOroiHLIOro KOMMOHEHTA Npenapary.

CynyTHs Tepanif iHWWUMK iHriiTopamm MAO (y TOMy umcni nikapcbKuMu 3acobamy Ta POCIMHHMMK 360paMu, Hanpuknag TakMMK, Lo MICTATb 3Bipo6ii
npoAipsieieHnin) abo neTuanHoOM (nepepsa MidK BigMIHOKO pasarifiHy Ta noyaTkom Tepanii UMy npenapaTaMy NoBMHHa CTaHOBUTU He MeHLUe 14 aHiB).

Ts)KKa NeviHKoBa HeOCTaTHICTb.

B3aemogis 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3AEMOSIiA.

Bigomi B3aemofii Mi>k HeceneKTUBHUMMU iHri6iTopamm MAO Ta iHLWMMK NiKaPCbKMMM 3aC06aMU.

He cnifg ofgHOYacHO 3acTOCOBYBaTV pasarifiH 3 iHWuMK iHriditopamm MAO (y TOMy umchi 3 NiKapCbK1MMM 3aco6aMm Ta POCIMHHUMK 360pamu, LLLO MICTSATb 3Bip06iii
NPOAIPSBIEHNIA), TOMY LLO iCHY€E PU3UK HECENEKTUBHOTO iHTiOYBaHHS, AKe MOXE MPU3BECTU 40 PO3BUTKY FiNepTEH3MBHOIO KpU3y.

[MoBigOMAANOCS MPO PO3BUTOK CEPMO3HUX MOBIYHUX peakLiiil y pasi 0AHOYACHOr0 3aCTOCYBaHHA NETUANHY Ta iHri6iTopiB MAQ, y TOMY YACAI IHLIKUX CENEKTUBHUX
iHrigitopis MAO-B. OgHo4YacHe 3aCTOCYBaHHA pasarifiiHy Ta neTuanHy nNpoTUnoKasaHo.

MoBigomnsnocs Npo B3aemMoAito iHri6iTopis MAO Ta cumMnaToMiMETUKIB NMPK TX 0fHOYAaCHOMY 3acTOCyBaHHi. OCKiNbKK pasarifniH € akTMBHUM iHriitopom MAQO, He
PEKOMEH/YETbCA MOro OAHOYacCHEe 3acTOCYBaHHSI 3 CMMMATOMIMETMKaMW, TakMMU K CYAMHO3BY)XXYBa/lbHI Npenapatv Ans nepopanbHOro npuiiomy abo ans
Ha3a/lbHOr 0 3aCTOCYBaHHS, ab0 3 NPOTM3aCTyAHUMU NpenapaTamu, LWo MiCTATb eepuH abo ncesLoedepyvH.

[MoBigoOMAAN0OCS NPO B3aEMOAII0 AEKCTPOMETOP(aHy Ta HeceneKTUBHMX iHribiTopie MAO npu TX 0gHOYaCHOMY 3aCTOCYBaHHi. TOMY, OCKi/IbKK pa3arifiH € akTUBHUM
iHri6itopom MAO, He peKOMeHAYETLCA NOr0 OAHOYACHE 3aCTOCYBaHHS 3 JeKCTPOMETOP(aHOM.

Cnif yHMKaTn 0HOHYACHOr0 3aCTOCYBaHHA pa3ariniHy 3 )1yOKCETUHOM Ta (D/1yBOKCaAMiHOM.

MepepBa MiXX BiAMIHOIO (P/TYOKCETMHY Ta NMOYaTKOM Tepanii pasariJiiHomM NoBMHHA CTaHOBUTK He MeHLUe 5 TXKHIB. [epepBa MiXK BIAMIHOK pasari/iiHy Ta no4aTkom
Tepanii p1iyoKCeTMHOM abo (h/1yBOKCaMiHOM NMOBMHHA CTAHOBMTW He MeHLUe 14 AHIB.

MoBigoMNAN0OCA NPO PO3BUTOK CEPMO3HMX MOGIYHMX peakLii Npy ofHOYacCHOMY 3acTocyBaHHI pasariniHy i3 CI33C, CI33H, TpuumKnivyHUMU/TeTpaunKniuyHuMm
aHTugenpecaHTamy Ta iHri6itopamym MAO. ToMmy, OCKiflbKM pasarifiii € akTMBHUM iHri6iTopom MAO, cnig 3 06epeXHiCTIo 3acTOCOBYBaTW pasarifliH 3
aHTuaenpecaHTamu.

JleBogona npu ojHoYaCHOMY 3aCTOCYBaHHI 3 pasarifiiHoMm y nawjieHTiB 3 XBOP060to MapKiHCOHa He NPOosBAAIa KIHIYHO 3HaYYLLOro Br/IMBY Ha KNipeHc pasarifniHy.

In vitro npu gocnifpkeHHAX metabosniamy 6yno Bif3HaueHo, Wwo i3opepmeHT CY P1A2 uutoxpomy P450 € ronoBHUM (hepMeHTOM, BiAMOBILaSIbHUM 38 MeTabosi3m
pasarifniHy. OgHo4acHe 3aCTOCyBaHHA pasarifiiy Ta uunpodgnokcaunHy (iHriéitopu isodepmeHty CYP1A2) nigsuwytote AUC pasariniHy Ha 83 %. OgHovacHe
3aCToCyBaHHSA pasariniHy Ta TeoqiniHy (i3ogepmeHT CYPLA2) He BNAMBaKOTh Ha (DapMaKOKIHETUKY pasarifiiHy. OTXxe, iHri6iTopy i30(0epMEHTY MOXYTb 3MIHUTK
piBeHb pasariniHy y nnasmi Kposi, TOMY X C/if, 32aCTOCOBYBATU 3 006EPEXHICTIO.

ICHY€E pU3KNK TOrO, L0 Y 3B’SA3KY 3 iHAYKLi€et0 i30(hepmeHTy CY P1A2 B KypLiB MOXe 3MEHLLMTUCA KOHLEHTPaLis pasarifiiHy Yy rnaasmi KpoBi.

In vitro focnifyKeHHA nokasanu, Lo pasariniH y KoHuUeHTpauii 1 Mkr/m (Lo ekBiBaIeHTHO KOHLeHTpaLiT, aka nepesuiye y 160 pasis cepefHto Crax (5,9-8,5 Hr/mn)

nicns 6aratopasoBoro BBefeHHA 1 Mr pasarifiHy nauieHTam i3 XBopo6oto MapkiHcoHa) He iHribye isodepmeHTn CY P1A2, CYP2A6, CYP2C9, CYP2C19, CY P2D6,
CYP2EL, CYP3A4 i CYP4A uutoxpomy P450. Lie moxxe CBIAYMTI NPO Te, L0 pasarifiH y TepaneBTUYHUX KOHLUEeHTpaLisaxX He MOXe BMNvBaTv Ha MeTabosi3m Lnx



130(DepPMEHTIB Ta BUABNATY KNIHIYHO 3HAYYLLi ePEKTN.

Mpw ogHOYaCHOMY MepopasibHOMY 3aCTOCYBaHHI pasarifiiHy Ta eHTakKarnoHy 36i/bLYETbCA KNiPeHC pasarifiHy Ha 28 %.

Tupamin/paszariniH-s3aemogii.

5 KNIHIYHUX [OCNifKEHb 3 y4acTi [00pPOBO/bLIB Ta MauieHTIB 3 XBOP0OOoH MapKiHCOHA Ta pe3y/ibTaTUKOHTPO/I0 apTepiaibHOroTMUCKY nicns ign (464 nauieHTu
3actocosyBav0,5-1 mr/foby pasariniHy abo nnauebo AK JoAaTKOBY Teparito 4O IeBOAONN NPOTAroM 6 micsAuiB 6e3 00MeXXeHHs MpUIoMy TUpaMiHy) Nokasaiu, Lo
BiICYTHA Oy Ab-siKa B3aEMOZis pasarifiHy Ta TMpamiHy, TOMy pa3sarifiiH MOXHa 3aCTOCOBYBATMW Ha T/i JiETW 6e3 0OMEXEHHS NPUInOMY TUPaMiHy.

Oc06/1MBOCT i 3aCTOCYBaHHSI.

Cnip yHMKaTV CynyTHLOr0 3aCTOCYBaHHA pasariniHy Ta qyoKceTUHY abo (hyBoKcaMiHy (aMB. po3ain «B3aemogis 3 iHLWMMK NiKapCbKMMK 3acobamim Ta iHWi BUAK
B3aEMOAiin»). MepepBa MiXK BiAMIHOK h/lyOKCETUHYTA NoYaTKoMTepanii pasarifiHOMNOBMHHA CTAHOBUTM He MeHLLIE 5 TWXKHIB. NepepBa MixX BigMiHOK pasarifiHy Ta
noyYaTkom Tepanii piyoKceTMHOM abo (h/lyBOKCaMiHOM NMOBMHHA CTAHOBMTW He MeHLLe 14 aHiB.

Po3naay 38M4YoK i noTarie (P3M) MOXYTb BUHMKATK Y NaUieHTIB, AKi NpUAMatOTb aroHiCTM gonamiHy Ta/abo NpoxoasTb fonamiHepriyHy Tepanito. MoBifgOMNEHHS
npo nogi6Hi Bunasgku P3M 6ynn oTpumaHi 415 pasariniHy y nocTMapKeTUHroBuiA nepiog. CTaH nawieHTiB cif NOCTINHO NepeBipsATY Ha NPeaMeT HasBHOCTI po3nagis
3BMYOK i noTarie. MauieHTiB Ta MeAWYHWUIA MEpCcoHan Heo6XigHO MPOoiIH(OPMYBaTV NPO 3MIHW Yy MOBEAiHLi, WO CBig4aTb NPO po3/aj 3BMYOK Ta MOTAriB, AKi
crocTepiranncs y nauieHTiB Nig vac NpuiioMy pasarifiiHy, BK/IOYaouM HaB'A3/IMBI CTaHW, HaB'A3NMBI AYMKM, NaToNOrYHUIA NOTAr 40 a3apTHUX irop, NigBULLEHHS
ni6igo, rinepcekcyanbHICTb, IMNYNbCMBHY MNOBEAIHKY, @ TAKOX NAaTONOrIYHI MOTAMM [0 BUTPaYaHHs rpoLLein abo npuadaHHs peyeii.

PasarifiiH 34aTeH NOCWOBaTK Ait0 NEBOLONM, Yepes WO MOX/MBE NMOCUIEHHS NOGIYHMX peakLiil Bif NpUinoMy NeBOAONNM, & TaKOX 3aroCTPeHHS ICHYHYOT ANCKIHESIT.
3MEHLLUNTM IHTEHCMBHICTb LMX MOBGIYHMX peakLii MOX/IMBO LUASXOM 3MEHLLEHHS 4031 TEBOAOMNN.

MoBigomMnsnocs NPo BUMaKW rinoTeH3il, AKa cnocTepiranaca nif 4Yac OfHOYACHOro NpuitoMy pasariniHy Ta nesofgonu. MauieHTn i3 xBopo6oro MapKiHCOHa €
0c06/1IMBO YPa3MBUMM 0 NOGIYHUX peakLii Yy BUrNagi rinoTeHsii yepes icHyto4i Npoba1emMu i3 Xof40t0.

He pekomeHf0OBaHe CyrnyTHE 3aCTOCYBaHHS pasarifiiHy Ta AeKCTpoMeTopdaHy abo CMMNaTOMIMETUKIB, HanpuKag Takux, Lo BXOAATb A0 CKNady Hasa/bHUX abo
nepopasibHUX CYyAMHO3BYXXYBa/lbHUX NpenapariB abo NpoTu3acTyAHUX Npenaparis, Lo MIiCTATb edepuH abo ncesgoedenpuH (4vB. po3gin «B3aemogis 3 iHWMMu
niKapcbK1MMmM 3acobamu Ta iHLLi BUAW B3aEMOSiN).

IMig yac KNiHIYHWX JOCNiIpKeHb NOBIAOMAANOCA NP0 BUNaAKM PO3BUTKY MeNaHOMU, BUHUKHEHHS AKOT MOXe Oy TV NOB’s3aHe i3 3aCToCyBaHHAM pasariniHy. OTpumaHi
[aHi fatoTb 3MOTY NPUNYCTUTK, WO came XBOpoba MapKiHCOHA, a He 3aCTOCYyBaHHS NEBHUX JTiKapCbKMX 3ac06iB, MOXe 06YMOB/OBATU BUCOKUIA PU3NK BUHUKHEHHS
paky LWKipy (He nuwwe menadomu). Mpy nossi By ab-AKOro NopyLLUEHHS 3 6OKY LLKIpY HEOOXiLHO 3BepHYTUCA 3a KOHCY/bTaLIEr 0 fepMmaTtosiora.

Cnif 3 06epeXHICTIO PO3NOYMHATI Tepanito pasarifiHoM y NauieHTIB i3 NerkuM CTyneHeM YypaxeHHs nedviHku. Cnif YHUKaTU 3aCTOCYBaHHA pasariniHy y nauieHTiB
3 CepefHIM CTyneHeM TSHXKKOCTI ypaXkKeHHS NMeYviHKW. Y BUMNafKy nporpecyBaHHSA NevyiHKOBOIO ypaXKeHHS Bif, /IErKOro [0 CepefHbOro CTyrneHs iKyBaHHA pasariniHom
CNif NPUNUHUTW.

PasariniH MoXe CNPUUMNHATU COHNMBICTb Y A€HHWIA Yac, a iHOAl, 0c06MBO MPW OHOYACHOMY 3aCTOCYBaHHI 3 IHLWUMK AotaMiHepriYyHUMK 3aco6amm — 3aCMHaHHS
Mif, Yac BUKOHaHHSA NMOBCAKAEHHOI AifNILHOCTI. Y 3B’A3KY 3 UMM NauieHTiB NOTPIGHO MPoiHpOopMyBaTh NPo HEOOXIAHICTb NPOABNATY 06EPeXHICTb MPU KepyBaHHI
aBTOTPaAHCNOPTOM abo Po6OTi 3 IHWMMKM MeXaHi3MaMK Mif Yac NikyBaHHA pasarifiiHoM. MauieHTam i3 COHNMBICTIO Ta/abo eni3ofaMum panToBOro Hanafdy COHMBOCTI
cnig yTpuMyBaTUCS Bifi KepyBaHHSI aBTOMOOifEM Ta po60TWM 3 IHWOK TEXHIKOK (AMB. po3fin «3AaTHICTb BMAMBATM Ha LUBWAKICTb peakuii Mpu KepyBaHHI
aBTOTPAHCNOPTOM ab0o POBOTI 3 IHLUMMU MeXaHi3MamMm).

3acTocyBaHHs y nepiof BariTHOCTI abo rofyBaHHs rpyasto.
Hemae KNiHIYHUX AaHMX LWOAO 3aCTOCYBaHHA pasariniHy BariTHUM. [JOCMIIKEHHA Ha TBapuUHaxX He MokKasaiy MpsMOro Ta HempsMOro LUKIAAMBOro BM/MBY Ha
BariTHICTb, PO3BUTOK Mnofda, nonoru abo nicnsnonorosuii nepiod. Cnif 3 06epeXxHIiCTIO NpM3HayaTK npenapaTt BariTHUM. ICHYHOTb AaHi, WO pasarifiH iHribye



CeKpeLito NPoNaKTUHY i, AK HaCMifoK, — MPUrHIYYE NnakTauito. HeBifoMo, YM MPOHMKAE pasarifiiH y rpygHe Monoko. Cnif 3 06epeXHiCTIo Npu3HaYaTy pasarifiH y
nepiof rofyBaHHs rpyaato.

3paTHICTb BNMBATW Ha LUBUAKICTb pPeakLii Npu KepyBaHHi aBTOTPAHCNOPTOM abo iHLWMMK MexaHi3MaMu.

PasariniH MoXke BNMBaTK Ha 34aTHICTb KEPYyBaTN aBTOTPAHCMOPTOM ab0 npautoBaTil 3 MalMHHUM 061aaHaHHSAM.

MauieHTam cnig 6yTr 06epeXXxHMMI NP KepyBaHHI aBTOTPaHCMNOPTOM abo po6oTi 3i CKNagHUMM MexaHiaMaMun 40T, 0K BOHW He BY4yTb BNEBHEHI, LLIO pasari/iH He
Mae LUKIANNBOrO BIJIMBY.

MayieHTH, AKi nNepebyBaroTb Ha Tepanii pasarifiHoM Ta 3 HasBHICTIO COHAMBOCTI Ta/abo panToBMX €eni30fiB 3aCMHaHHA, MOBMHHI 6yTU MPOiIH(OPMOBaHI Mpo
YTPUMaHHS Bif, KepyBaHHSA TPaHCMOPTHMMM 3acobamu abo yyacTi B fisfIbHOCTI, Nif Yac AKoT Yepe3 ocnabneHy NAbHICTb BOHWM MOXYTb HapaXKaTu cebe abo iHLLMX Ha
He6e3neKy OTpMMaHHA Cepino3HOT TpaBMK abo NeTa/lbHOro BUNaAKy (Hanpuknag, npy ynpasniHHI MalWMHHUM 06N1afHaHHSAM), MOKM BOHW He Haby/nu LOCTaTHbOro
[0CBiAY 3 pasariniHoOM Ta iHWMMKX fodaMiHepriYyHMMKM 3ac06amu, 06 OLiHWUTK, Y/ BNMBAKOTb BOHW HECNPUSATIMBO Ha X PO3YMOBY Ta/ab0 pyXOBY aKTUBHICTb.
AKLLO NOCUSIEHHS COH/IMBOCTI ab0 HOBI €ni30f4M PanToBOro 3acMHaHHSA CMNOCTepiralTbCA Mif Yac MOBCAKAEHHOI AisNIbHOCTI (Hanpuknag, nepernsgy Tenesisopa,
noi3aui B aBTOMOGINI B AKOCTI nacaxupa i T.4.) 0yAb-Konv nif vac NikyBaHHS, NaUieHTW He MOBUHHI KepyBaTy aBTOTPaHCMOPTOM abo 6paTut y4acTb Y NOTEHLINHO
He6e3neyHnx Bnaax AisinbHOCTI.

MauieHT He MOBWMHHI KepyBaTW aBTOTPAHCMOPTOM, YNPaBAATU MexaHi3MamMy abo BUKOHYBATU BUCOTHI pO6G0TK Nif Yac NiKyBaHHSA, AKLO BOHW paHille Bigvysanu
COHNKMBICTb i/abo panToBi HanaaW 3acHaHHS 6e3 NonepeaKeHHs nepes, 3aCTOCyBaHHAM pasarifiHy.

MauieHTiB cnif nonepemkaTyi NPO MOX/IMBI aAUTUBHI eieKT ceaaTUBHMX 3ac006iB, ankoronk abo iHLWKX AenpecaHTiB LeHTPabHOT HEPBOBOI CUCTEMM (Hanpukniag,
GeH3ogiaseniHn, HEMPONeNTUKKM, aHTUAeNpecaHTH) y KombiHauiT 3 pasariniHom abo npu NpuiAioMi CynyTHIX NpenapaTis, fKi 36iNbLUYOTb M1a3MOBI PiBHI pasariniHy
(Hanpwknag, umMnpodnokcaumH) (ame. posain «OcobnMBOCTI 3aCTOCYBaHHS).

Cnoci6 3acTocyBaHHs Ta [03W.

Pexxnm A03yBaHHA

PasarifiiH npu3HavaroTb NepopasibHO B A03i 1 Mr 1 pa3 Ha fo0y 3 abo 6e3 feBogonu.

MpenapaT MOXHa 3aCTOCOBYBATW HE3A/IEXHO Bif, NPUIOMY iXi.

MauieHTW NiTHLOrO BiKY.

[N nauieHTiB NiTHLOIO BiKY KOPEKLis 4031 He NOTPi6bHa.

MayieH TN 3 NOPYLUEHHAM (PYHKLIT NEYIHKM.

BrkopuCTaHHA pasarifiHy y nauieHTiB 3 BXKVMW NOPYLUEHHAMMW MEeYiHKN NpoTUNoKasaHe (4MB. po3ain «1poTunokasaHHA»). HeobXigHO YHMKATN 3aCTOCYBaHHS
pasarifiHy y nauyieHTiB 3 NMOMipHUMMW NOPYLUEHHSAMU NedviHKK. OBepeXxHO Cnij 3acTOCOBYBATM MW iHILiOBaHHI NiKyBaHHA pasariHiHOM Yy NauieHTiB 3 NIErkKum
MOPYLUEHHAM NeYiHKKW. Y pasi NporpecyBaHHs XBOPOrO Bif, IErKOT 40 MOMipPHOT NeYiHKOBOT HEAOCTATHOCTI pasarifiH Cnif NpUnuHATH.

Cnif yHMKaTK 3aCTOCYBaHHS pasarifiHy nadieHTam i3 cepefHiM CTyrneHeM NeYviHKOBOI HeAOCTaTHOCTI Ta 3 06ePEXHICTHO PO3MNoYMHaTK Tepanito NauieHTaM 3 NIerkKum
CTYMEHeM MeYiHKOBOI HeA0CTaTHOCTI. Y BUMAAKYy NPOrpecyBaHHs MeyiHKOBOI HEAOCTATHOCTI BIf IEFKOro A0 CEpefHbOro CTYMNeHs THXXKOCTI NiKyBaHHA pasarifiiHoM
CNig NPUNUHUTA.

MauieHTN 3 NopyLUEHHAM (OYHKLIT HAPOK.

[ns nayieHTIB 3 MOPYLUEHHAM (YHKLIT HUPOK KOPEKLis 4031 He MoTpibHa.

aiTn.
Uepe3 HeOCTaTHICTb AaHMX LLOA0 3aCTOCYBaHHA npenaparty AiTSM He peKOMeHAYETbCSA 3aCTOCOBYBATW pasarifiH AaHiil kaTeropii nawieHTiB.



NepenosyBaHHS.

CumnTOMM Nepeao3yBaHHA pasarifiiHoM Npw 3acTocyBaHHi 403 Bifg 3 Mr 4o 100 Mr: rinomaHis, rinepTeH3MBHUIA KpU3, CEPOTOHIHOBUIA CUHAPOM Ta AMUCHopis.
Mepeno3yBaHHA MOXe 6YTIU NOB’A3aHe 3i 3HaYHKUM iHri6yBaHHAM MAO-A Ta MAO-B.

MpoBoannn JOCNIMKEHHSA 3 yYacTHO 3[40p0BUX A06pOBONbLLIB, AKI oTpuMyBann 20 Mr 1 pa3 Ha foby, Ta 10-aeHHe JOCNifAKeHHS 3 y4acTHo 30p0BUX A06POBO/bLIB,
AKi oTpumyBanim 10 mr 1 pa3 Ha Ao6y. Mosigomnanocs nNpo no6iyHi peakuii nerkoro abo cepefiHbLOro CTYMEHS TAXKKOCTI Ta NOGIYHI peakuil, iKi He HaneXxann Ao
TUX, IO MOXYTb BUHUKHYTW Nif Yac NiKyBaHHA pasariiiHoMm.

IMig yac po3ropHYTOro AOCNIMKEHHA NalieHTiB, AKi OTPMMYyBanM NOCTiHY Tepanito NeBoA0MNOK0 Ta pasarifiHom y Aosi 10 mr/goby, NoBigomnsnocs npo nobiyHi
peakuii 3 60Ky cepLeBO-CYAMHHOT CUCTEMM (BK/HOUarOUM apTepianbHy rinepTeH3ito Ta NOCTypasibHy rinoTeH3it), AKi MPOXOANIN MiCNA BiAMIHWN NiKyBaHHS.

LLi cumMnTOMUM CXO0Xi 3 TUMU, AKI CNOCTepirannca npu nepefosyBaHHI HeceneKTUBHUMY iHribiTopamm MAO.

CneunivHi aHTMAOTK HEBIAOMI. Y BUNaAKy rnepeao3yBaHHA clif MPOBOAUTU PeTe/lbHUIA MOHITOPUHI CTaHy NalieHTiB, Tepanis CUMATOMaTUYHa Ta NigTpuMytoya.

Mo6iyHI peakuii.

MoHoTepanis

Y KNiHIYHIA nporpami pasariniHy B uinomy 1 361 nauieHTiB OTpMMyBa/in pasarifiii NpoTArom 3 076,4 nauieHTO pOKiB. Y noABiHOMY cninomy
nnauebo-KOHTPONLOBAHOMY AOCNIAKeHHI 529 xBopuX OTpMMyBanu pasarifid no 1 mr / goby npotarom 212 nauieHTo pokiB, a 539 nauieHTiB oTpuMyBanv nnauebo
213 nauieHTO POKIB.

HwuyXue HaBeleHO NOGIYHI peakLii, NPo AKi NOBIAOMASNOCS 3 BMLLIOK YacTOTOH Y Xofi Nnauebo-KOHTPOIbOBaHMX AOCIMKEHb Ta Yy NaLieHTIB, AKi 3acTocoByBan 1
Mr/go06y pasariniHy (KifibKiCTb MaLieHTIB, AKi OTpUMYyBav pasarinid — 149, nnauebo-rpyna — 151).

Y pyXKax BiAnoBigHO BiAMIYeHO YacTOTy No6iYHUX peakuiil (%o nauieHTiB) y rpyni, Ae NnpuidMani pasarinid, Ta'y rpyni nnaue6o.

[nsi OLiHKM YacTOTK NOGIYHMX peakLiii BUKOPMCTaHO TaKy Knacudikauito: gyxe yacto (3 1/10), yacto (® /100 go < 1/10), HeyacTo (3 /1000 go < 1/100), pigko (3
1/10000 go < 1/1000), ayxxe pigko (< 1/10000).

IHeKLIT Ta iHBa3IT

YacTo: rpun.

J06posiKiCHI, 3N05IKiCHI Ta He3’sicoBaHi HOBOYTBOPEHHS (BK/IO4Yak0uM KiCTM Ta Noainm)

YacTo: KapurHOMa LIKipK.

3 60KY KPOBOHOCHOI Ta NiM(aTUYHOT CUCTEMU

YacTo: neiiKoneHis.

3 60Ky IMYHHOT CUCTEMU

YacTo: anepris.

3 60Ky 06MiHY PEYOBUH Ta XapyyBaHHS

HeuyacTo: 3HMKEHHS aneTuty.

[cuxiyHi po3nagn

YacTo: genpecis, rantounHadii.

3 60Ky HepBOBOT CUCTEMY

[y>ke 4acTo: ronoBHUM Gifb.

HeuacTo: LepebpoBacKynspHi MOPYLUEHHS.

3 GOKY opraHiB 30py




YacTo: KOH FOHKTUBIT.

3 6OKY 0praHis cnyxy Ta 1abipuHTy

UacTo: 3anamopoYeHHs.

3 60Ky CcepLeBOT cUCTEMU

UacTo: cTeHoKapAis.

HeuacTo: iH(hapKT MmioKapaa.

3 60Ky ANXasibHOT CUCTEMM, OPTraHiB rPYAHOT KNITKN Ta CEPeAOCTiHHS

YacTo: puHiT.

3 60KY LLIYHKOBO-KMLLIKOBOIO TPAKTY

YacTo: meTeopusm .

3 60Ky LIKIpK i NiALIKIPHOT KNITKOBVHU

YacTo: fepmatuTu.

HeuacTo: Be31Kyn100Yy/1b03HWIA BUCUI.

3 60KY 0MOPHO-PYXOBOI CUCTEMU Ta CMONYYHOT TKAHWHU

YacTo: 6inb y KicTKax Ta M’si3ax, 6i/b y Wui, apTpuUTn.

3 60KY HMPOK Ta CeYOBUAIILHOI CUCTEMM

YacTo: noTarv o Ce4YOBUMYCKaHHS.

3arajibHi NopyLIeHHs

YacTo: rapsuka, CTOM/1H0BaHICTb.

A[’t0BaHTHA Tepanis

Hwukuye HaBeleHO NOGIYHI peakLil, NPo sAKi MNOBIAOMNANOCS 3 BMLLOK YacTOTO B X0/ Niauebo-KOHTPONbOBaHMX AOCNIKEHb Ta Yy MaLieHTIB, SKi 3acTocoByBan 1
Mr/go6y pasariniHy (KifibKiCTb MaLieHTIB, AKi OTpuMyBanu pasarinid - 380, nnauebo-rpyna - 388).
[N oUiHKM YacTOTK NOGIYHMX peakLii BUKOPUCTaHO Taky Knacudikauito: gyxe yacto 3 1/10, yacto (3 1/100 go < 1/10), HevacTo (3 1/1000 go < 1/100), pigko (3 1
/10000 po < 1/2000), gyxe pigko (< 1/10000).

[lo6pOosIKiCHI, 3N05KICHI Ta He3’sicoBaHi HOBOY TBOPEHHS (BK/KOYakoun KicTW Ta noninm)
HeyacTo: MefilaHoma LLIKipw.

MopyLleHHs 06MiHY peyoBMH Ta XxapuyBaHHA

YacTo: 3HWKEHHS aneTuTy.

McuxiyHi posnagm

YacTo: rantoumHauii, natonoriyHi CHOBUAIHHS.

HeyacTo: cnnyTaHicTb CBILOMOCTI.

3 60Ky HepBOBOT CUCTEMMU

[y>e yacTo: ANCKIHE3IA.

YacTo: AUCTOHISA, CUHAPOM 3an’ACTHOIO KaHasly, NOPYLLUEHHA MO3KOBOI0 KpOBOOOITY.
HeuacTo: LepebpoBacKynspHi MOPYLUEHHS.

3 60Ky cepLeBOi cucTemu

HeuacTto: cTeHOKapis.

3 60Ky AnxaNbHOT CUCTEMU, OpraHis rpyAHOT KNiTKW Ta cepefoCcTiHHA




YacTo: puHiT.

3 6OKY CyAMHHOT CMCTEMM

YacTo: opTocTaTMyHa rinoTeHsis.

3 60Ky LLMYHKOBO-KWLLIKOBOIO TPaKTy

YacTo: 6i/b Yy XXMBOTI, 3anop, HyfoTa Ta 61t0BaHHSA, CyXiCTb Y POTI.
3 60Ky LUKIpW i NIAWKIPHOT KNiTKOBUH

YacTo: Bucun.

3 60Ky OMOPHO-PYX0BOT CUCTEMU Ta Croy4HOT TKaAHNHN
YacTo: apTpanris, 6inb y Wwi.

Jocnig>KeHHs

UacTo: 3HVMXEHHA Macu Tina.

MOLWKOA>KEHHS Ta iHWI YCKNagHEeHHS

YacTo: BMNaAKOBI MagiHHSA .

XBopob6a [MapkiHCOHa MOB’A3aHa 3 BWHMKHEHHAM ratoumMHaLiin Ta cnayTaHocTi cBigoMocTi. [lig 4ac MOCTMapKeTUHrOBMX [OCNIMKEeHb AaHi CUMMTOMM
CMOCTepirainch y XBopux Ha NapKiHCOHI3M, iKI OTPMMYBa/IN pasarifiH.

Bigomo, wo cepiio3Hi nob6ivHi peakuii cnocTepiraloTbca npy ogHovacHoMy 3actocyBaHHI CI33C, CI33H, TpUUMKNIYHUX/TETPaUMKAIYHUX aHTMAENPEeCaHTIB Ta
iHriditopis MAO. Y xofi NOCTMapKETUHIOBUX AOC/iIKEHb MOBIAOMAANOCSH MPO BUMNAAKNA BUHWUKHEHHS CEPOTOHIHOBOIO CMHAPOMY, WO NPOABASETLCA Y BUMNAAI
TPWBOXHOCTI, CMYTAaHOCTI CBIAOMOCTI, PUriAHOCTI M’A3iB, TinepTepmii Ta MIOK/MOHIYHMX CYAOM, Yy MauieHTIiB, fAKI 3acTocoByBain aHTugenpecaHTn/CI33H
0[JHOYaCHO 3 pasarifiiHom.

MMig Yac KNiHIYHUX AOCNiIKEHb OAHOYACHO He 3aCTOCOBYBaIM (P/TYOKCETUH abo (hlyBOKCaMiH 3 pasarifiiHoM, 0flHaK 3aCTOCOBYBa/IM aHTUAENPECAHTW 3 pasarifiiHOM:
amiTPUNTUAIH Y A03i He MeHLwe 50 Mr Ha goby, Tpa3oLoH — He MeHLwe 50 Mr Ha fo6y, uutanonpam — He MeHwe 20 Mr Ha fo06y, cepTpasiiH — He MeHwe 100 Mr Ha
[06y Ta NapoKceTuH — He MeHLwe 30 Mr Ha Jo6y. He noBigomMis10ca nNpo BUHUKHEHHS CEPOTOHIHOBOIO CUHAPOMY Mif, Yac NPOBeAeHHS [OCNIIKEHHS, B AKOMY 6paiu
y4yacTb 115 nauieHTiB, AKi OTPMMYBa/IM OAHOYACHO pasariniH Ta TPUUMKAIYHI aHTuaenpecaHTu, Ta 141 nauieHT, ki oTpumysany pasarinid Ta CI33C/CI33H.

Y NOCTMapKeTMHroBOMY Mepiogi NOBIiJOMAANOCA NP0 BUMAAKM MiABULLEHHA apTepiaibHOro TUCKY, BK/HOYAKOUM MOOAMHOKI BUMAAKW TiNEePTEH3VBHOIO KpU3y,
MOB’513aHOr0 3 MPUINOMOM i, 6araTol Ha TMpaMiH, y NauieHTIB, SKi 3aCTOCOBYBa/IN pasariiH.

[MoBigoMAAN0CA NPO NiKAPCbKY B3aEMOZiH0 Y pa3i 04HOYACHOr0 3aCTOCYBaHHSA iHri6iTopis MAO Ta cMMNaTOMIMETUKIB.

Y NOCTMapKeTMHroBOMYy nepiodi MOBIAOMASNOCA NP0 BUMAAOK MNiABMLLEHHSA apTepiabHOro TUCKY Y MaujieHTa, SKWin NpuiiMaB pasariniH CyMiCHO 3 OYHUM
Ba30KOHCTPUKTOPOM TeTparifpo30o/iHy rigpoxn1opuaom.

MMopyLleHHs IMNySbCHOrO YMpasiiHHA: Y MauieHTIB, AKI 3aCTOCOBYKOTb A0MaMiHOBI aroHICTV Ta/uM IHWI JonamiHepriyHi npenapaty, MOXYTb CrocTepiratucs
naTosioriyHa asapTHICTb, MiABULLEHHA NiGiJO, rinepceKcyanbHICTb, IMMYNbCUBHE 6aXKaHHSA 34IACHUTY NOKYMKY, NepeifaHHs, iMMYbCUBHE BXXMBAHHSA 1Xi.

MogibHi Nob6ivHi peakyii cnocTepiraimca y NOCTMapPKETUHIOBOMY Mepiofi Npw 3acTOCyBaHHI pasarifiiHy: HaB’s3/IMBi CTaHW, HaB’A3/MBI AYMKW, iMMYNbCUBHA
noBefiHKa.

HagmipHa COHNMBICTb Y AeHHWI Yac Ta eni3ofu panToBOro 3aCMHaHHS

HagMipHa COHAMBICTL NPOTAroM AHA (TiNepcoMHiA, MAABICTb, Cefalisf, Hanagu CHY, COH/IMBICTb Ta PanToBi 3aCUMHaHHA) MOXe BUHWMKATW Y MALIEHTIB, AKi
3aCTOCOBYIOTb aroHiCTVW AonamiHy Ta/abo iHWi Buan Tepanii godamiHepriyHumy 3acobamu. Mpo nogibHi BMNagKuM HafgMIpHOI COHAMBOCTI Y [AEHHWIA 4vac
NoBIAOMAANOCA Y MOCTMAPKETMHIOBUIA Nepiof 3 pasarifiiHoM.

MoBifoMNAN0OCA NMPO BUMALKN 3aCMHAHHA Nif Yac BUKOHAHHSA MOBCAKAEHHOT AISNIbHOCTI Y NauieHTIB, AKi OTPMMYBa/IM pasarifiH Ta iHwWi godamiHepriyHi 3acobu.



HesBaxatouu Ha Te, L0 6arato XT0 3 UMX NawieHTiB NOBIZOMMWIN NPO COHNMBICTbL Y TOI Yac, AK NpUiiManin pasarinid 3 iHWuMMK foamiHepriyHuMm 3acob6amu, fesKi 3
HMX BifI3Ha4Ya/N, L0 Y HUX He BYN0 HISKUX nonepemkyBa/lbHUX 03HaK, TaKMX SIK HaAMipHa COHNMBICTb. [esiKi 3 UmX BUNaaKiB Oynv 3apeecTpoBaHi GifbLue HiX vepes
PIK MicnA NoYaTKy NiKyBaHHS.

TepMiH NpUAaTHOCTI.
4 poKW.

YMoBM 36epiraHHs.
36epirat B HeAOCTYMHOMY A5 AiTel MicLi B OpUriHaNbHIi yNakoBLi Npy TemnepaTypi He BuLLe 30 °C.

YnakoBKa.
Mo 10 TabneTok y 6nicTepi; no 3 6nicTepyn y KapTOHHIN nayLi.

KaTteropis Bignycky.
3a peuenTom.

Bypo6HUK.
X.¥YPIAYI KOMMNAHIA, C.A/J. URIACH Y COMPANIA,SA./
FANEHIKYM XENC, CJ1./GALENICUM HEALTH, SLL.

Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBafYKeEHHS MOro AisiNIbHOCTI.

Aspa. Kawmi Pelian, 51-57, Manay-ConiTa i MNMneramaHc, bapcenoHa, 08184, IcnaHis. Avda Cami Reia, 51-57, Paau-Solitai Plegamans, Barcelona, 08184,
Spain.

ABpa. KopHenna 144, 70-1a6ya. TEK/NA, Ecnnyrac-ae-/lto6parat, bapcenoHa, 08950, IcnaHis.

Avda. Cornella 144, 70-1a Edificio LEKLA, Esplugues de LIobregat, Barcelona, 08950, Spain.

3as1BHUK.
TOB «ACIHO YKPAIHA.

Micue3HaxomkKeHHs 3asiBHMKa Ta Moro agpeca Micusi NpoBafkeHHS Aisi/IbHOCTI.
YKpaiHa, 03124, m. Kuis, 6ynsBap Bausiasa MaBena, 6ygnHoK 8.

Y pasi BUHUKHEHHS NOBGIYHMX edpekTiB Ta 3anMTaHb LoL0 6e3rnekn 3aCTOCyBaHHA NIKaPCbKOro 3aco6y NpocuMOo 3BepTaTuca 4o Biadiny chapmakoHarnsgy TOB «ACIH(
YKPATHA» 3a afipecoto:

OynoBap Baunasa Masena, 6yanHok 8, m. Kuis, 03124,

Ten/tpakc: +38 044 281 2333.



