IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

POJIIHO3

(ROLINOZ)

Cknao:
ditoua peyosuHa: cetirizine;
1 TabmeTka MiCTUTD LIeTUPU3UHY Ourigpoxnopuny 10 mr;

O0ONOMINMCHI peyosuHU: TaKTO3XW MOHOTIOpAT, Iel0I03a MiKpOKpHUCTalidYHa, MarHilo cTeapar,
KPEMHiI0 IiOKCUL KOJIOImHUY 0e3BOOHUM, HATPil0 KPOXMAIbITKONIAT (THI A).

Jlikapcbka ¢popma. TabneTku.

OcHogHi (hi3uko-ximiuHi 81acmusocmi: KpyTJIi TabneTKu 6i710T0 KOILOPY i3 riIageHbKOoIo
TIOBEPXHEIO Ta 3 PO3MOIIIbY0I0 PUCKOIO 3 OMHOTO OOKY.

®dapmakoTepaneBTHYHa rpymna.

AuTuricTaminHi 3acobu [yig cucTeMHOro 3actocyBaHHs. [Toxigui mimepa3uny. Kog ATX RO6A E07.

dPapmakonoeiuHi e1acmueocmi.
®apmakoOuHamika.

LleTupu3uH, MeTaboMIT TiIPOKCU3UHY, € IOTYKHUM CEJIEeKTUBHUM aHTaroHiCTOM
nepudepuynux H,-penenTtopis. Y HOCTifXKeHHSIX 3B’93yBaHHS 3 PeLIENITOpaMu in vitro He
CIIOCTepiraaocs 3HaYHOI CIIOPiAHEHOCTI 3 IHIMMMHU pellenTopaMu, OKpiM H,-pelientopis.

OxpiM aHTaroHICTUYHOTO BINIUBY Ha H,-pelienTopy, eTUPU3UH YNHUTh aHTHAJIEPTiyHy [if0: V¥ H03i
10 mr 1 a6o 2 pa3u Ha go0y npenapart iHridyBaB mi3Hio ¢a3y Mirpailil KiniTuH, siki 6epyTh y4acTh y
3amanbHili peakiiii (mepeBakHO €03MHOMIIB), Y MIKipi Ta KOH IOHKTUBI 0Ci0 3 aToImi€io, SKUM BBOTUIIN
aQHTUTEH.

Y mozax 5 Mr ta 10 Mr 1IeTUPH3UH IHTEHCHUBHO iHTiOy€e BUHUKHEHHS ITyXUPIIiB Ta MIOYEPBOHIHHS,
CIIPUYUHEHUX IyXKe BUCOKUMU KOHLIEHTPALiIMU riCTaMiHy B IIKIpi, X04a CIIIBBIHOIIEHHS 3



e(peKTUBHICTIO HE BCTAHOBIIEHO.

3acTOCyBaHHA LEeTUPU3UHY allieHTaM 3 aJepriyHuM PHUHITOM Ta TaKUM CYIIyTHIM 3aXBOPIOBAaHHSM SIK
OponxianbHa acTMa (Bif j1eTKol g0 MOMipHOI 3a TAXKKICTIO), y 031 10 Mr 1 pa3 Ha go0y MOKpaIIyBaio
CTaH IIPU CUMIITOMAaX PUHITY Ta He BIUIMBAJIO Ha QYHKIIIO JIETeHb, MiATBEPAKYE Oe3MeKy
3aCTOCYBaHHS IIeTUPU3UHY XBOPUM Ha OpOHXianbHY aCTMY JIETKOT'O Ta MIOMIpPHOTO CTYIEHS TSXKKOCTI.

3acToCyBaHHS LIETUPU3UHY Y BUCOKIit 000Bi# 1031 60 MI IPOTSATOM THUXKHS HE CIIPUYUHSIIO
CTATUCTUYHO 3HAUYIIOl IpojoHranil inTepsany QT.

[Ipu npuiiomi y peKOMeH0BaHUX [03aX LeTUPU3UH IIOKPAIyBaB CTaH MAlli€HTIB i3 LiTOpiYHUM Ta
CE30HHUM aJIEPTiYHUM PUHITOM.

Y pmiTel BikoM Bif 5 10 12 pOKiB TOJIEPAHTHOCTI O aHTUTICTaMiHHOI Ail ETUPUIUHY
(mpurHiYeHHS1 BUHUKHEHHS IIYXUPLIB Ta IOYEPBOHIHHS) He CIIocTepiranocs. AKIno
JIIKYBaHHS LIETUPU3UHOM IIPUIIUHUTH MICJISA IIOBTOPHOI'O IIPUMOMY, PEaKTUBHICTH LIKIPHU [0
rictramiHy BifHOBIIOETHCS MIPOTATOM 3 [i0.

dapmakoKiHemuka.
LleTupu3uH NPOSABISE NiHIVHY KIHETUKY IPU J03yBaHHI Bif 5 Mr 1o 60 Mmr.
Abcopbuis

PiBHOBakHa MakKcUMalibHa KOHI[EHTPALlis LIeTUPU3UHY y IIJIa3Mi KPOBi CTaHOBUTH Matizke 300 HI/MII i
nocsraeTtbes npotsaroM 1 = 0,5 roguau. Po3nofin ¢papMakoKiHETUYHUX MapaMeTPiB, TaKUX SIK MiKOBi
KOHIIeHTpallil y mima3mi kposi (C,,,) Ta mnoira mig kpusoio (AUC), € opHopigauM. O6’eM abcopOitil
IIETUPU3UHY He 3MEHIIYBaBCS IIPU OOHOYACHOMY IIPUHOMI 3 1XKeto, X04a IBUAKICTh abcopoOiii
3MeHIyBanacs. biogocTynHicTh momiOHa Mpu 3aCTOCYBaHHI IIEeTUPHU3UHY ¥ HOPMi PO3YKHY, KalCy
abo TabneToK.

Po3nodin

Bupumuii 06’eM po3Mnopiny neTupu3nHy cTaHoBUTD 0,5 N1/KT. 3B’s13yBaHHs 3 OiKaMu Ij1a3Mu KpPoBi -
93 = 0,3 %. LleTupu3uH He BIIJIUBA€E Ha 3B’sI3yBaHHS BapdaprHy 3 OiTKaMu KPOBi.

Memabonizm
LleTupu3uH He 3a3Ha€ eKCTEHCHBHOI'0 MeTab01i3My IIpH MEePIIOMY ITPOXOKEHHI.
BusedeHHs

[Ipu6IU3HO °/; 03K LeTUPHU3KUHY BUBOOUTHLCS Y He3MiHEeHOMy BUITIAMI i3 ceuero. Kinuesuii mepion
HalliBBUBE[IeHHS CTaHOBUTD mpuOnu3Ho 10 rogus. [Tpu 3acTocyBaHHi y J000BiH 031 10 M
npotsrom 10 gHiB KyMy/isiil IeTUPU3UHY He CIIOCTepiranocs.

OKpemi epynu nauieHmis.
ITauieHmu 3 nopyweHHAM (YHKUIU NeyiHKu

Y mauieHTiB 3 XPOHIYHUMHU 3aXBOPIOBAaHHSIMU [IEYiHKY (FeNaTOLeNI0IPHNAN, X0NeCTaTUYHUN Ta
Oimiapaust upo3) micns npuitomy 10 Mr a6o 20 MI HeTUPUIUHY YV BUTJISII Pa30BOi 03U
crocTepirasnocs 30inblleHHs nepiony HaniBBuBeneHHS Ha 50 % Ta 3HUXKEeHHS KiipeHcy Ha 40 %



IIOPiBHSHO 3i 3M0poBUMU [H00poBObLIAMU. KOpeKIis fo3yBaHHS MallieHTaM i3 MOPyIIeHHIM QyHKIIiN
neviHKy HeoOXiiHa JTUIle TOMi, KOJIU ¥ TaKUX TMAlliEHTIB € OMHOYACHO i MOPYIIeHHS QYHKIII HUPOK.

INauieHmu 3 NOpyweHHAM (QYHKUiU HUPOK

dapmakoKiHeTHKa LIeTUPU3UHY OyjIa MOAiOHOIO V MAI[iEHTIB i3 JIETKUM CTyIeHeM MOPYIIEeHHS (QYHKIiH
HUPOK (KJTipeHC KpeaTHHiHYy Buile 40 MJI/XB) Ta Y 30OPOBUX NOOPOBOJIBLIIB. Y MAalli€HTIB i3 MOMipHUM
CTyTIeHeM TIOpYILIeHHS QPYHKIIM HUPOK cIocTepiranocs 30inblleHHs Mepiofy HamiBBUBENEHHS y 3
pas3u Ta 3HUKEHHS KiipeHcy - Ha 70 % MOpiBHAHO 3i 300pOBUMHU OOOPOBOIBISIMU. Y Malli€HTIB, IKAM
IIPOBOJOUIIM TeMOfiani3 (KJIipeHC KpeaTuHiHy 7 MJI/XB), Iicns 3acTocyBaHHsA 10 MI 1IeTUPU3UHY
TIEpOPaJIbHO CIIOCTEpiranocs 30inblIeHHs Tepiofy HamiBBUBEOEHHS ¥ 3 pa3u Ta 3HUXKEHHS KIIiPpeHCY
Ha 70 % MOpiBHSHO 3i 3M0POBUMHU JOOPOBOJIBIIMU. LIeTUPHU3UH TOTaHO BUBOAUTHCS IIPU TeMOIiati3i.
[MTamieHTaM i3 mopymeHHAM QYHKIIA HUPOK ITOMIPHOTO CTYyIIeHs He0OXiqHO KOPUTYBATH I03YBaHHS
LIeTUPU3UHY. 3aCTOCYBaHHS IIpelapaTy Nali€HTaM i3 TAXKUM CTyIIeHeM [IOPYIIeHHS QyHKLIIM HUPOK
IIPOTUIIOKA3aHe.

ITayieHmu AiMHbO20 BIKY

[Ticrsg pa3oBOro nepopaabHOr0 IPUUOMY LEeTUPU3KHY Y H03i 10 Mr mepion HaliBBUBEEHHS y TaKUX
nalieHTiB 30inbiIyBaBcs Malizke Ha 50 %, a KJlipeHC 3HUKYyBaBcs npubnau3Ho Ha 40 % mopiBHSAHO 3
MOJIOAIIUMHU 0co0aMu. 3HUXKEHHS KIipeHCy eTUPU3uHy OyJIo 0B’ si3aHe 3 mociabieHo0 QyHKITE0
HUPOK.

Himu

[lepion HaniBBUBEOEeHHS LeTUPU3UHY CTAHOBUB Maiixke 6 TOOUH y AiTed BikoM 6-12 pokiB Ta 5
TOAVH y OiTeH BiKOM 2-6 POKiB. Y miTel BiKOM Bif 6 1o 24 MicsLiB I[e TOKa3HUK CKOPOYeHuu mo 3,1
TOOUMHHU.

KniniuyHi xapaKTepHCTHKH.
Iloka3anhs.
e CuMIITOMaTUYHA Tepallis Ha3aIbHUX Ta OYHUX CUMIITOMIB CE30HHOTO Ta LiTOPiYHOT0

aJIepriyHoro pUHITY.
e CuMITOMaTUYHA Tepalis XPOHIYHOI ilioNaTUYHOI KPOIIUB' THKH.

IIpomunoka3aHHs.

e ['inepuyyTnuBIiCTE MO Aif040I PEYOBUHY, iHIITMX KOMIIOHEHTIB IIpemnapary, 0o FigpoKcu3uHy abo
no 6ynb-SIKUX MOXiOHUX IIillepa3uHy B aHaMHe3i.

e TepMiHanbHa CTaisT HUPKOBOI HEOCTATHOCTI (IIBUAKICTE Ki1y60o4ukoBol dinpTpartil (IIIK®) < 15
MJI/XB).

B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Buxopnsuu 3 papMakoKiHeTHKY, hapMaKOAMHAMIKY Ta ITOKA3HUKIB TOJIEPAHTHOCTI



IeTUPU3NHY, BUHUKHEHHS OyIb-sIKMX BU/IiB B3a€MOIill IIPH IIPUAOMIi IIbOTO aHTUTiCTaMiHHOTO
3aco0y MaJIoMMOBipHE.

30KpeMa [OoCHiIKeHHsT B3aEMOil TiKapChKUX 3ac00iB He MMOKa3alIu Hi (apMaKOOUHAMIYHOI,
Hi OyOb-IKOI CyTTEBOI (papMaKOKiHETHYHOI B3aEMOIi]l IIPY OHOYACHOMY IIPUKOMi i3
nceBpoedenpruroM abo Teodininom (400 mMr/moby).

006’eMm abcopOiril 1eTHPHU3KMHY He 3HUKYEThCS NTPY BXKUBaHHI 1Xi, X04a 1IoKa3HUK abcopOiii
3MEHIITYETHCS.

OpHoYacHUM IPUIOM IIpenapaTy 3 ajKoroneM abo iHImuMY 3aco0aMu, 110 MPUTHIYYIOTh IIEHTPaIbHY
HEPBOBY CUCTEMY, MOXK€e CIIPUUYUHUTH [IOAATKOBE IOTipIIeHHS yYBaryu Ta IMOPYIIeHHS Ipale3faTHOCTi,
X04a IIeTUPU3UH He MOTEeHIIiI0e eeKT aKOToJIi0 (IIpU PiBHI anKoromio y Kposi 0,5 r/m).

Oco6muBOCTi 3aCTOCYBaHHS.

AuTuricTaminHi 3acobu, y TOMy YUCIIi IeTUPU3KH, IPUTHIYYIOTh BiITOBiAb Ha MIKipHY alepriyny
npo0y, ToMy Iieper il MpoBefeHHSIM IIPUIOM IIpernapaTy HeoOXifHO IPUIUHUTH 3a 3 700U [0
OOoCHigXKeHHS (Iepiof BUBEOEeHHS).

[ToBimoMIIsITIOCS TIPO PO3BUTOK CBepOEeXKY Ta/a00 KPONIUB'THKH ITiCIIg IPUIHUHEHHS 3aCTOCYBaHHS
[eTUPU3KHY, HaBiTh SKIIO paHille Li CUMITOMY He CIIOCTepiranucs. Y gessKuX BUNagKax BOHU
MOXKYTh OyTH iHTEHCUBHUMH, III0 TOTPeOy€e BiTHOBIEHHS MPUMOMY LIeTUPU3UHY. CUMIITOMU ITOBUHHI
3HUKHYTH IIiCJIg [T0YaTKy ITIOBTOPHOTO JIiKyBaHHS.

[Tpu 3acTOCyBaHHI IeTUPU3NHY y TEPANleBTUYHUX [[03aX He CIOCTEePIraaocs KIiHIYHO 3HAYYIUX
B3AEMOi 3 anKOorojieM (Ipu piBHI ankoromio y Kposi 0,5 r/n). ITpoTe y pa3i omHOYACHOTO
3aCTOCYBaHHA CIIif] HOTPUMYBATUCS 00EPEKHOCTI.

[TpemapaT 3aCTOCOBYBaTH 3 00€peKHICTIO MalliEHTaM, CXUIHHUM [0 3aTPUMKHU Cedi (MOMKO[XKEeHHS
xpeOTa, rinepiasis IpocTaTH), 3 eMiIeNci€lo Ta i3 pU3UKOM BUHUKHEHHS CYIOM.

[IpemapaT MiCTUTE JIaKTO3Y, TOMY [TAlliEHTaM 3 PIAKICHO CIIafAKOBOI0 HEIIePEHOCUMICTIO rajlakTo3H,
JIaKTa3HOI0 HeJOCTaTHICTIO ab0 MOPYIIIeHHSIM BCMOKTYBaHHS TJII0KO3U-TaJlakKTO3! He CJIiff 10T0
3aCTOCOBYBATH.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.
ITepio0 sazimHocmi

[TpocniekTUBHO 3i0paHi gaHi gs HeTUPU3UHY LI0J0 Pe3yJIbTaTiB BariTHOCTI He BKa3yIOTh Ha
TIOTEHIINHY TOKCUYHICTh O MaTepi abo mnona/embpiona. [JocimKeHHS Ha TBApUHaX He BKa3ylOTh
Ha NpsMui abo HempsIMuM MKigIuBUY BIIJIUB Ha BaTiTHICTH, eMOpioHaNbHUM/PEeTanbHUM PO3BUTOK,
nojiory abo MOCTHATAIBLHUM PO3BUTOK. Y mepiof BariTHOCTI mpemapar CJIifi 3aCTOCOBYBATHU 3
00epexHiCTIO.

ITepiod 200ysaHHA 2pydo0.

LeTrpu3WH IPOHUKAE ¥ TPYAHE MOJIOKO YV KOHILIEHTPALifAX, 10 CTaHOBIATh 25-90 % Bifg



KOHIIEHTpALliY y IJ1a3Mi KPOBi 3a/1eKHO Biff IPOMIXKKY 4acy IiC/Is U0r0 3aCTOCYBaHHS. Y mepiof
TOMyBaHHS I'PYAAI0 IpemnapaT CIIifl 3aCTOCOBYBATHU 3 00€PEKHICTIO.

depmuabHiCMb.

HocTymnHi faHi Ipo BIJIKB Ha GEPTUIIbHICTH JTIOOUHU 00MeXkKeHi, IpoTe HeraTUBHOTO BIJIUBY Ha
(bepTUNbHICTh HE BUSBJIEHO.

,]:[OCJ'IiJI}KeHHH Ha TBAPHWHAX HE BUABUJIM HETATUBHOT'O BIIJIUBY HaA (I)epTI/IJ'IbHiCTb.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHiI aBTOTPAHCIOPTOM abo iHIIMMU
MeXaHi3MaMu.

O0’eKTHBHE BU3HAUYEHHS 3[IaTHOCTI KepyBaTH aBTOTPAHCIIOPTOM, JIATEHTHOCTI CHY Ta 30aTHOCTI
[IpalfoBaTy Ha CKIafaJlbHOMY KOHBEED] He IT0Ka3asio KIHIYHO 3HaYyILIOr0 BIUIMBY LIETUPU3UHY IIPU
3aCTOCYBaHHI y peKOMeHO0BaHii 031 10 mr.

[TamieHTaM, Ki KepyIOTh aBTOTPAHCIIOPTOM abo0 iHIMMY MexaHi3MaMu, He CJIifi IepeBUIllyBaTH
PEKOMeHI0BaHi 103U Ta CJIifi BpaxOByBaTH peaklito BIaCHOr'0 OpraHi3aMy Ha npemnapart. [lanierTtam,
SIKi Bif4yBalOTh COHJIUBICT, CIIiJ YTPUMATHUCh Bil KEPYBaHHS aBTOTPAHCIOPTOM abo iHIIMMU
MeXaHi3MaMH.

Cnoci6 3acmocyeaHHs1 ma 0o3u.

Cnocib 3acTocyBaHHS

[TpemapaT mpu3HaYeHU [JI IIePOPaIbHOT0 3aCTOCYyBaHHs. TablIeTKu CIil KOBTaTH, 3anuBaiyun 1
CKJITHKOIO BOJH.

[To3yBaHHS

Hopocaai

Jlikapcekuit 3aci6 cmig 3acTocoByBaTd y m03i 10 Mr (1 TabmeTka) 1 pa3 Ha mo0y.
[legiaTpuyHa NONYNALIS

Ilimu sixom 8id0 6 do 12 pokis

[Tpemapart cJiif 3acTocoByBaTH y [03i 5 MT (%2 TabneTku) 2 pa3u Ha A00y.

Ilimu e8ixom 8i0 12 pokis

[Tpemapart cig 3actocoByBatH y mo3i 10 mr (1 Tabnerka) 1 pa3 Ha 0o0y.

HiTsM i3 mopyIIeHHIMHU (YHKIT1 HUPOK NO3yBaHHS KOPUTYBATH iHAWBIAyabHO, 3a7I€KHO Bif
3Ha4YeHHS KJIipEHCY KpeaTHHIHY TallieHTa, BiKy Ta MacH Tina.

ITayieHmu AiMHbO20 BIKY



3a yMOBU HOpPMaJIbHOI (PYHKIII HUPOK TaKUM IallieHTaM HeMa€e HeoOXigHOCTI KOPUTyBaTH HO3yBaHHS.
ITauieHmu 3 nopyweHHAM PYHKUIU NneyiHKu

Takum naiieHTaM HeMa€ HeoOXiIHOCTi KOpUTYBaTH No3yBaHHA. [lamieHTaM i3 mopyIeHHIM QyHKIIN
NEeYiHKY Ta HUPOK PEKOMEHAYEThCS KOPUTYBATH JO3YBaHHS JIIKAPCHKOTO 3ac0o0y (OUB. HUXKYe PO3MiN
«[lanieHTH i3 MOPyLIEeHHAM (QYHKIIIA HUPOK»).

ITauieHmu 3 nopyweHHAM (PYHKUIlU HUPOK

He icHye migTBepOKeHUX MOKYMEHTAbHO JaHUX ION0 CIIiBBiTHOIIEHHS eeKTHBHICTh/0e3meKa aJIst
MAI€HTIB 3 MOPYIIEHHSAM QYHKIM HUPOK. OCKINbKY LIETUPU3UH I'OJIOBHUM YMHOM BUBOAUTHCS
HUPKaMH, y pa3i SKIo He MoxKe OyTH 3aCTOCOBAHO alibTepHATUBHE JIIKyBaHHS, O3YBaHHSA Ma€ OyTH
iHouBimyanbHUM, 3a/I€3KHO Biff cTaHy QYHKIIN HUPOK. CIif 3BepHYTUCS 0 Tabnulli, HaBegeHol
HUXK4e, Ta BITKOPUTYBATH 0O3Y BiANOBIAHO OO0 HaBefeHOI iHdopMallii.

CmaH ¢pyHKUil HUPOK ITTKD (ma/x8) /[03yBaHHA ma yacmoma
HopMmanbHa QyHKIIS = 90 10 mr 1 pa3 Ha 00y
Jlerkuu cTyniup nopyumeHHs 60 - < 90 10 mr 1 pa3 Ha o0y
[Tomipru# ctynias nopymenHsa30 - < 60 5 Mr 1 pa3 Ha go0y
TKKWUU CTYIiHB opymeHHsa |15 - < 30 5 mr 1 pa3 Ha 2 mobu

(He moTpebyIOTH mianisy)
TepMmiHanmbHa CTafis HUPKOBOL [< 15 [IpoTuoOKa3aHo
HEeOCTaTHOCTI (moTpelOyIoTh miamiay)
Himu.

3acTocyBaHHS IpemnapaTy y ¢opMi TabIeTOK He PEKOMEHIYEThCS TiTSIM BiKOM 10 6 POKiB, OCKiTbKY
1151 JTikapchka opMa He [a€ 3MOTH ITPOBOAUTH HEOOXiTHY KOPEKIIii0 pexXUMY [103yBaHHS.

Ilepedo3yeanHs.
Cumnmomu

CuMIITOMH, IO CIIOCTEPIrajgucs IMicis CyTTEBOTO NePefo3yBaHHs LeTUPU3UHY, TOJIOBHUM YMHOM
TIOB’s13aHi 3 BIJTUBOM Ha IIeHTPaIbHY HEPBOBY cUCTeMy a0 3 edeKTaMH, 1110 MOXKYTb BKa3yBaTH Ha
aHTUXOJiHepriuny Aito. [To6iuHi peakii, Mpo SKi MOBiTOMISANOCS IiCs MPUtoMy [03H, 110
TIepeBUIllyBalia oHalMeHIIe ¥ 5 pa3iB peKoMeH0BaHy [000BY 403y, BKIIIOUAIOTh: CIITyTaHICTh
CBimOMOCTI, fiapelo, 3alaMOPOY€eHHS, MiBUIIEHY BTOMJIIOBAHICTh, TOJIOBHUY 0iNlb, He3MyKaHHS,
Minpia3, cBepOixkK, HECIIOKIiH, cefalliio, COHIUBICTb, CTYIOpP, TaxikKap/ioo, TPeMOp, 3aTPUMKY
CEYOBUITYCKaHHS.

JIiKysaHHA

[Ipu nepeno3yBaHHi CIif IPOBOOUTH CUMIITOMATUYHY Ta MiATPUMYBaJlbHY Tepaliio. MoxHa IpoBeCTU
IIPOMHUBaHHSA LITyHKA. [liasi3 He € epeKTUBHUM METOLOM [JIs BUBEEeHHS LeTUPU3uHy. Crenudigyaui
QHTUAOT LETUPU3INHY HEBIIOMUN.



ITob6iyHi peakuii.

Bigomo, 1110 LeTUPU3UH [IPU 3aCTOCYBaHHI y PEKOMEHI0BaHUX 103aX Ma€ He3HaUYHUU
moOiYHUY BIIJIMB Ha LIEHTPaJIbHY HEPBOBY CUCTEMY, III0 BK/II0YAE COHIUBICTh, IiIBUILIEHY
BTOMJTIOBAHICTh, 3allaMOPOYEHHS Ta T'OJIOBHUM 0ifb. Y mesikux BUIIAAKaX TOBiMOMIISIIOCS PO
mapagoKcalibHy CTUMYJISLI0 LIeHTPaIbHOl HEPBOBOI CHCTEMH.

Xo4a LIeTUPU3YH € CEIEKTUBHUM aHTaroHicToM nepudepuyHux H,-penentopis Ta Malixke He
YUHUTH aHTUXOIIHEPTIYHOI Ail, TOBiIOMIISIOCS IPO MOOAUHOKI BUTIAAKN BUHUKHEHHS
YTPYOHEHHS CeYOBUIYCKAHHS, MTOPYIIeHHS aKoMOo/allil 0Ka, CyXOCTi ¥ POTi.

[ToBimoMIsANK PO BUNAAKYU NOPYIIEHHS (PYHKI[il IeYiHKY, IKi XapaKTepU3yBalIuCs MigBULIEHUM
piBHEM (epMEeHTIB MeUiHKY, 1110 CYIPOBOXKYBaINUCS MigBUILIEHUM piBHEM OinipyOiny. 3a3Budait cTaH
HOpPMaJli3yBaBCs IiCNIS IPUNMHEHHS IIPUIOMY IIpernapary.

[MoBigoMmnsinocs mpo Taki no6iuHi peakiii, Ki BUHMKaIK i Yac HOCTiIXKeHb LIeTUPU3UHY He MEHII
HiX y 1 % na1ieHTiB:

3 60Ky ncuxiku - COHJIUBICTE;

3 60Ky Hepe8osoi cucmemu - 3allaMOPOYEHHS, TOJIOBHUM Oilhb;

3 60Ky OuxasnvHOi cucmemu, opa2aHie 2pyoHoi KaimKu ma cepedoCmiHHA - GapUHTiT;
3 60Ky mpasHo2o mpakmy - Oinb y XKUBOTI, CyXiCTh y POTi, HYHOTa;

302a/1bHI NOPYWeHHA - MigBUIleHa BTOMJIIOBAHICTb.

Xo4a 3 TOYKHU 30Py CTAaTUCTUKH COHJIMBICTh BUHMKAJIA YaCTillle, HiXK y rpymi miarebo, y 6inbiocTi
BUIIQ[IKiB BOHA OyJjia 1erkoro abo moMipHOTro CTyneHs. K i mif yac mpoBefieHHS iHIIKUX JOCITigKeHb,
pe3ynbTaTé 06’ €KTUBHUX JOCHTIXKEHb MigTBEPOUIIH, 10 IPUHOM PeKOMeHI0BaHoi f000BO1 103U He
CIIPUYUHSE HETaTUBHOTO BIIJINBY Ha ITOBCSAKAEHHY HisINTbHICTh ¥ 3[0POBUX AOCIIAKYBaHUX.

[ToBimomusAnu mpo Taki mo0iyHi peakilii, AKi BUHMKAY IIifl 4ac AOCTiAXKeHb eTUPU3UHY He MeHIII HiK
y 1 % miteu BikoM Bif 6 MicAIiB f0 12 poKiB:

3 60Ky ncuxiku - COHJIUBICTB;

3 60Ky OuxasnbHOI cucmemu, op2aHie 2py0HOI KAimKu ma cepedoCmiHHSA - PUHIT;
3 60Ky mpasHo20 mpakmy - diapes;

302a/1bHI NOPYWeHHA - MiABUIleHa BTOMIIIOBAHICTb.

ITig 9ac 3acTOCyBaHHS LIETUPU3UHY TaKOXK MTOBIJOMIISIOCH IPO PO3BUTOK HUXKYe3a3HAUEHUX
nobiuHux peakiint. [ToOiuHi peakirii BKa3aHi 3a KlacaMy CUCTEM OpraHiB 3rigHo 3 MedDRA
(MemuuHUY CIIOBHUK TEPMiHIB [JIST PEryISTUBHOI JisITbHOCTI) Ta 3a 4aCTOTOIO: Oyxke 4acTo (= 1/10);
yacTo (= 1/100, < 1/10); meyacto (= 1/1000, < 1/100); pimko (= 1/10000, < 1/1000); ogy=xe pigko
(<1/10000); HEBimOMO (4acTOTy He MOXKHAa BU3HAUYUTH 3a HAsIBHUMU JaHUMH).

3 6oky cucmemu Kkposi ma aimgpamuyHoi cucmemu:



nyKe PifKo - TPOMOOLUTOIEHis.

3 boky imyHHOI cucmemu:

PifKo - peaxiiii rimepuyTIUBOCTI; AyKe PigKo - aHadinaKTUYHUN IIOK.
3 6oky memaboaizaMmy ma XapyyB8aHHs:

HEBIJOMO - IigBUILIEHUY alleTHUT.

3 6oky ncuxiku:

HeYacCTo - aXHUTallis; PifKO - arpeCUBHICTD, CILTYTaHICTh CBIMOMOCTI, Ienpecis, raaoluHallil,
0e3COoHHS; MyXKe PigKo - TUK; HEBIIOMO - CyllUanbHi IYMKHY, HiYHI XKaxXu.

3 60Ky Hepeosoi cucmemu:

HEeYacCTo - IIapecTesid; pigKo - CYAOMYU; AyXKe PIOKO - QUCTeB3id, IUCKiHe3isd, JUCTOHIf,
CUHKOIIE, TPEMOD; HEBIOMO - aMHEe3is, IIOPYIIeHHS IaM’ sTi.

3 6oky opaaHis 30py:

IyKe PifKo - IOpyIIeHHsI aKOMOfaIllil, HeUiTKiCTh 30py, MUMOBIJIbHI pyXu 04HOT0 901yKa.
3 60Ky opaaHis cayxy ma pigHosazu:

HEBIIOMO - BEPTUTO.

3 6oky cepus:

pigKo - Taxikapmis.

3 60Ky mpasHo20 mpakmy:

HEe4yacTo - giapes.

3 6oky 2enamobisiapHo20 mpakmy:

pigko - mopyuIeHHs QYHKIIM IediHKY (IiABUIEHHS PiBHSA TpaHcaMiHa3, IyxKHO1 ¢pocdaTasu, y-
raytaminTpancdepasu Ta GinipyOiHy); HEBiZOMO - T€IIaTUT.

3 60Ky wkipu ma nidwKipHOi KAIMKOBUHU:

HEeYacTo - cBepOixK, BUCUIIAHHS; PIOKO - KPOIUB THKA; MyXKe PilKO - aHTiIOHEBPOTUYHUY HAOPSIK,
MiCIIeBi MeMKaMeHTO3Hi BUCUIIAHHS; HEBIIOMO - TOCTPUM IreHepalli3oBaHuY eK3aHTEMAaTO3HUU
IyCTYJIbO3.

3 60Ky ckesnemHo-M’ 230801 cucmemu ma cnoAYy4YHOi MKAHUHU:

HEBIOOMO - apTpanris, Mianris.

3 60Ky HUPOK ma ce4osudinbHOI cucmemu:

OyKe PigKo - Ou3ypisl, eHype3; HEBIIOMO - 3aTPUMKa Ceyi.



3azanbHi nopyweHHA:

He4YacTo - acTeHis, He3qyKaHHS; PiAKo - HaOpHK.
ObcmeodiceHH:

pigko - 30imbIIeHHST MacH Tia.

[Ticns mpunMHEHHS 3aCTOCYBAHHS LIETUPUIUHY ITOBITOMIISITIU IIPO BUIIAOKK iHTEHCUBHOTO CBEPOEKY
Ta KPONUB' SHKH.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuii.

[ToBimoMnenHs npo mobiuHi peakiiil micyis peecTpariii 1ikapchbKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.
Lle nae 3MOry IpOBOAUTYU MOHITOPUHT CIIBBiIHOIIEHHS KOPUCTh/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKAM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIif TIOBiOMJISITH TIPO YCi BUMTAAKHU Iif03PI0OBaHUX MOOIYHMX Peakllii Ta
BifICYTHOCTI e(peKTUBHOCTI TiKapChKOro 3aco0y dyepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi.

3 POKH.

YmMmoBH 30epiranns.

30epiraTu npu TemrnepaTypi He Buize 25 °C y CyXoMy Ta HEIOCTYIIHOMY [JIs1 OiTeH MicCIi.

VYnaxoBka.

10 Tabnetoxk y GmicTepi; 2 6rmicTepu B KapTOHHiHM KOPOOIITi.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.
ABC ®apmaueytiui C.11.A., ITtamis/

ABC Farmaceutici S.p.A., Italy.



Micue3HaxoIKeHHsI BHPOOHHKA Ta aipeca MicCIsi IPpoOBaIXKeHHs HOro Tis/IbHOCTI.
Bia KanTon MoperTrTi, 29 (Jlokanita Can beprapmo) - 10015 IBpea (TO), Itamnis/

Via Cantone Moretti, 29 (Localita San Bernardo) - 10015 Ivrea (TO), Italy.

3asiBHHK.
TOB «YOPJII MEIOWUILIVH», Ykpaiua/

WORLD MEDICINE, LLC, Ukraine.



