IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

MJTAKBEHIT®
(PLAQUENIL)

Cknag:

Aitoya peyoBmHa: rifpoKCUXI0POXIiH;

1 TabneTka MiCTUTb FiAPOKCUXTOPOXIHY cynbtaTy 200 Mmr;

[ONOMI>KHI PEYOBUHU: NAKTO3N MOHOTiApaT, MOBIAOH, KpoXMasb KYKYPYA3SHUIA, MarHito cteapaT; 060noHka: Opadry OY -L-28900 (rinpomenosa, TutaHy giokeuns (E
171), nonieTUNEHI NiKOb; NaKTO3M MOHOriApar).

JlikapcbKa thopma. TabneTku, BKpUTI NNIBKOBOK 060/10HKOHO
OCHOBHI (i3VKO-XiMiYHI BNaCTMBOCTI: 6I/I0ro KOMbOpy ABOOMYK/i TabNeTKu, BKPUTI MAIBKOBOK 060/10HKOIO, 3 NMIOCKAMU KpasMu, 3 MapKyBaHHAM «HCQ» 3 ofHOro
60Ky Ta «200» — 3 iHLWOro.

dapmakoTepaneBTUYHa Frpyna. AHTMNapasuTapHi NikapcbKi 3aco06u. AHTUManApiliHi 3acobun. AMiHOXiHONIHW. [TigpokcmxnopoXiH. Kog ATX PO1B AQ2.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamiKa.

AHTUManNAPiHI nNpenapaTn, Taki K X10POXiH Ta TiAPOKCUXIOPOXiH, YNHATb KifbKa (hapMakonoriyHux Aiil, Wwo 3yMOBMOKTL TXHI TepaneBTUUHUIA eheKT npu
NiKyBaHHI PeBMAaTUYHUX 3aXBOPIOBaHb, X04Ya POJIb KOXHOI0 3 LUMX MEXaHi3MiB 3a/IMWIAETbCA HEBILOMOLO. Lii epeKTV BK/IKOUatOTb B3aEMOAII0 3 Cy/NbMrigpuibHUMN
rpynamu, 3amiHy akTUBHOCTI (bepMeHTIB (B TOMy umcni gocthoninasm, HALH-untoxpom-C-peflyKTasn, XoniHectepasu, npoTteas Ta rigponas), 38’a3yBaHHs 3 JHK,
cTabinisauito nisocomManbHUX Mem6paH, iHribyBaHHA BMPOGNEHHS NpocTarnaHAvHy, iHribyBaHHS XeMOTakcucy Ta (harouuTosy noniMophHOSAEPHUX KITUH,
MOXX/IMBWIA BN/IMB Ha NPOAYKYBaHHA MOHOLMTaMK iHTepnelKiHy-1 Ta iHribyBaHHSA BUBI/IbHEHHS HeTpodinamun cynepokcuay.

PapmakoKiHe TuKa.

AbcopbLLs

Micna nepopanbHOro NpWintoMy MNiKOBI KOHLUEHTPaLil B KPOBi A0CAratoTbCs NPMOAM3HO Yepe3 4 roauvHu. AGCOMOTHa 6ioA0CTYNHICTL MiCNA  NepopanbHOro
3aCTOCyBaHHA CTaHOBUTL 79%.

Po3nogin

"iAPOKCMXTOPOXiIH Mae BENMKUIA 06’ €M PO3NOAINY BHACNIAOK BEIMKOr0 HaKONMYeHHs B TkaHnHax (5 500 51 B kpoBi, 44 000 n B nna3mi) Ta AeMOHCTPYE HaKOMUYEHHS
B KNITMHAX KPOBi 3i CMiBBIAHOLLIEHHAM BMICTY B LifIbHOT KPOBI Ta nnasmi 7,2. Mpun6ansHo 50% rigpoKcnxiopoxiHy 38°a3aHo 3 6isikamy nnasMu.

MeTab6oi3m

"iAPOKCMXTOPOXiH B OCHOBHOMY MeTaboni3yeTbca A0 N-AeCeTUNrigpoKCUXNopoxXiHy Ta ABOX iHLWKNX MeTaboniTiB, CMiIbHUX 3 X/TOPOXIHOM, AECETUIX/TIOPOXIHY Ta
GifeceTUNXNOPOXiHY. Ha OCHOBI faHMX XOPOXiHY MOXXHa eKCTPanonBaTh, L0 TiAPOKCUXIOPOXiH MOXe meTabonidyeatucs in vitro Tumu cammmn CYP, wo i
XNIOPOXiH, T06T0 CYP2C8 Ta CYP3A, i MeHwoto Mipoto CY P2D6.

EnimiHayis

I"i4pOoKCUXNOPOXiH Mae 6araToeTanHMin NPoMinb eniMiHauii 3 TPMBaIMM KiHLEBMM NePioAoM HaniBBMBEAEHHS, L0 cTaHOBUTL Bifg 30 Ao 60 aHis. MpubnnsHo 20-25%



L0311 TiPOKCUX/TOPOXiIHY BUBOAUTLCSA 3 CEYEt0 Y BUMNAAI HE3MIHEHOr 0 npenapary.

KniHIYHI XapaKTepUCTUKN.
Noka3aHHS.

Lopocni
JlikyBaHHS1 PeBMATOIqHOro apTpuTy, AMCKOILHOrO Ta CUCTEMHOIO YEPBOHOr0 BOBYAaKa, a TaKOX [AepMaTONOriYHUX 3aXBOPHOBaHb, MPUYMHOK BUHWKHEHHSI abo

MoripLUeHHs nepebiry AK1X € Ais COHAYHOro CBIT/a.
MepiaTpuyHa nonynsLis
JiKyBaHHS HOBEHINIbHOTO i4ionaTYHOro apTpuTty (B KOMOGIHAUIT 3 HLLIMMK NiKapCbKMKM 3aco6amu), AUCKOTLHOr0 Ta CUCTEMHOIO YePBOHOM0 BOBYaKa.

MpoTuUnokasaHHA.

- Bigoma rinepyyTamBICTb A0 CNONYK 4-aMiHOXIHONIHY.

- Makynonarisi, sika jiarHOCTOBaHa [10 No4aTKy fikyBaHHs npenapatom MnakeeHin®.

- Bik meHLUe 6 pokiB (TabneTku no 200 Mr HENPUIAHATHI [0 3aCTOCYyBaHHA nauieHTam 3 Macoto Tina < 35 Kr) abo ifeansHa Maca Tina < 31 Kr (4uB. po3gin
«Cnoci6 3acToCcyBaHHSA Ta [03U»).

B3aemogis 3 iHLUMMM NiKapcbKMMK 3aco6amMm Ta iHLWi BUAM B3aEMOZIN.

dapmakoanHaMiyHi B3aEMOAIT

JlikapcbKi 3ac06M 3 BiOMUM e(heKTOM NOAO0BXKeHHS iHTepBasly QT / NOTeHLia/loM CNPUYMHATIA CepLeBy apuTMito. IMigpoKCnxnopoxiH HeobXifHO 3aCTOCOBYBaTH 3
06epeXHICTIO NauieHTaM, SKi OTPUMYHOTb NliKapCbKi 3ac06M 3 BiJOMUM eq)eKTOM MOAOBXEHHS iHTepBany QT, Taki K NnpoTuapuTMiYHi npenapatn Knacis 1A i 1ll,
TPULMKAIYHI aHTUAENpPecaHTn, aHTUNCUXOTUKK, LesAKi NPOTUIH(EKLIAHI npenapaTtv, B 3B°A3KY 3 MiABULLEHHAM PU3UKY PO3BUTKY LLUYHOUYKOBOI apuUTMii (4MB.
po3ainn «Oco6MBOCTI 3aCTOCYBaHHSA» | «lepefo3yBaHHs»). ManoaHTPUH He CNif Npu3HayaTh pa3oM i3 rigpoKCUXIOPOXiHOM.

OCKiNbKW TiIPOKCUXIOPOXIH MOXE NOCUINTU egheKT FinornikeMiyHOro NikyBaHHs, MOXe OyTn NOTPiGHE 3HMKEHHS J03W IHCYNiHY ab0 aHTuAiabeTUUYHMX 3aco6iB.
OfHoYacHe 3aCTOCYBaHHS MAPOKCUXIOPOXIHY Ta aHTUMaNAPiNHUX npenapaTis, ANA AKUX BiOMUIA etheKT 3HUKEHHS CYJOMHOM0 Nopory (Hanpuknag megioxiHy),
MOXe 36i/1bLLYBaTN PU3MK PO3BUTKY CYLOM.

MOoX/IMBe 3HVXEHHS eeKTUBHOCTI NPOTMENINENTUYHNX NIKAPCHKNX 3aC06iB MPK IXHbOMY 04HOYACHOMY 3aCTOCYBAHHI 3 MAPOKCUX/I0POXIHOM.

3a MOXX/IMBOCTI C/if YHUKATV 04HOYACHOr 0 3aCTOCYBaHHS Npenapaty 3 NiKapCbKuUmMm 3acobamu, Ki MatoTb OKY/IOTOKCUUYHMIAA60 reMOTOKCUUYHWIA NOTeHLia.

ICHY€E TEOPETUYHMIA PU3UK iHT6YBaHHA BHYTPILUHLOKITUHHOT aKTUBHOCTI O-ralakTo3uAasu Npu 0fHOYaCHOMY 3aCTOCYBaHHI FigpOKCUXN0POXiHY Ta araicniasu.
["iLPOKCUXTOPOXIHY Cy/b(haT TAKOX MOXKE BCTYNaTW y AesKi B3aEMOAT, BiLJOMI /151 X/TOPOXiHY, HaBITh AKLLO KOHKPETHMX MOBILOM/EHb MPO Lie He Haaxoamno. [1o0 HuX
HanexaTb: MOCWUNeHHA 6e3nocepeaHbOl  6/10KYOUOT AiT aMiHOTNIKO3NAHUX aHTUOIOTUKIB Ha HEpPBOBO-M’A30BUIM CUHAMC;, aHTaroHiam Ail HeoCTUrMiHy Ta
NiPUAOCTUIMIHY; 3MEHLUEHHS YTBOPEHHA aHTWUTIN Yy BIAMOBIAb HA MEPBUHHY IMYHi3auil0 IHTpagepMasibHOK NOACLKOK AWUMNOIAHOKNITUHHOK aHTUPabivyHO
BaKLMHOHO.

Bnave iHWNX NiKapCbKMX 3aCO0IB Ha IiApPOKCUXI0POXiH

AHTaUMAHI 3ac06u

OfiHOoYacHe 3aCTOCYBaHHSl 3 MarHieBMICHUMW aHTauMAHMMKU 3aco6aMy abo KaoniHOM MOXKe MPU3BOAMTW [0 3HWXKEHHS abcopbuii XnopoxiHy. Tomy, 3a AaHUMU
eKCTpanonauit, riipoKCMXI0OPOXIiH CNif BBOAUTM OKPEMO Bif aHTaUMAHMX 3ac06iB Ta KaoniHy 3 iHTepBasIoM SIK MiHIMYM ABi FOANHN.

IHriGiTopn a6o iHgyktopn CYP

OfiHOoYaCcHe 3aCTOCYBaHHS LMMeTUANHY, NoMipHoro iHrieitopy CYP2C8 Ta CY P3A4, cnpnunHMO 36iNbLLEHHSA BMNBY X0POXiHY BABIYi. EKCTpanontoun Ui gaHi 3




ornsagy Ha
NOAIGHICTb CTPYKTYpU Ta (hapMakOKIHETUYHUX MNapameTpiB Yy TiAPOKCUXNIOPOXiHY | XMNOPOXiHY, MOXXHa O4iKyBaTWU PO3BMTKY MOAIGHOro edekty i ans
riPOKCUXIOPOXiHY. PeKOMEHAYETLCA AOTPUMYBATUCS 06EPEXXHOCTI (HanpuKnag, 34iNCHIOBATM MOHITOPUHI NOGIYHMX e(heKTiB) Npu OAHOYACHOMY 3aCTOCYBaHHI
CUNbHMX abo nomipHKX iHriGiTopis CY P2C8 Ta CY P3A4 (Takux sk reMd)ibpo3nn, Knonigorpen, putoHaeip, iTpakoHa30on, KNapuTPOMILMH, FpeindpyToBUiA CiK).
MoBigomAN0CA NPO HEAOCTATHIO eIeKTMBHICTb riAPOKCUXN0POXIHY MPU 04HOYACHOMY 3aCTOCYBaHHI 3 pudamniynmHoM, cunbHUM iHgyKTopom CY P2C8 ta CY P3A4.
PeKOMeHAYETbCA [JOTPUMYBATUCSH 06ePeXHOCTI (Hanpuknag, 34iACHI0BATM MOHITOPUHI e(eKTUBHOCTI) NPX OAHOYACHOMY 3aCTOCYBaHHI 3 CU/IbHUMW iHAYKTOpaMu
CYP2C8 1a CYP3A4 (Takumm gk puchamniumH, 38ipo6iii, kapbamaseniH, peHobapbiTan).

Bnave rigpoKCMxa0poxiHy Ha iHLWi NiKapCbKi 3ac00u

Cy6cTtpatu P-rnikonpoTeiHy

MoTeHLian TrifApPOKCUXIOPOXiHY iHribyBaTy cybcTpaTn P-rnikonpoTeiHy He ouiHtoBaBcA. CrnocTepeXkeHHs in Vitro nokasykTb, WO BCi iHWI AOCNigpKyBaHi
amiHOXIHONIHK iHri6YOTb P- riikonpoTeiH. OTXe, iCHye MMOBIPHICTb 36i/bLLUEHHA KOHLEHTpaLil cybcTpatiB P- rnikonpoTeiHy npyv 04HOYaCHOMY 3aCTOCYBaHHI 3
riAPOKCUXIOPOXiHOM. [MOBIAOMAANOCA NP0  MiABULLEHHA PIBHIB UMKIOCMOPUMHY B M1a3smi  KpOBIi Mpyv OAHOYAaCHOMY 3aCTOCYBaHHI LMKIOCMOPUHY Ta
riAPOKCUXNIOPOXiHY. MNpy 0AHOYACHOMY 3aCTOCYBaHHI AWIOKCUHY Ta TigpOKCUXN0POXiHY NOBIJOMASAN0CA NPO MiABMLLIEHWIA PiBEHb AUIOKCUHY B CUPOBATLi KPOBI.
PeKkoMeHAYETbCA AOTPUMYBATUCA 06epeXHOCTI (Hanpuknag, 34iACHIOBATM MOHITOPUHI MOBGIYHUX e(heKTiB abo KOHLEeHTpaLii B MiasMmi, SKLWO Le [OPeyHO) npu
0AHOYaCHOMY 3aCTOCYBaHHiI 3 cyb6cTpatamu P-rnikonpoTeiHy 3 By3bKUM TepaneBTUYHUM fiana3oHoM (TakKMU SK AUTOKCUH, LMKNOCMNOPWH, gabiratpaH).

Y [OCNiMKEHHI NiKapCbKOT B3aEMOAIT NMpU OAHOKPaTHOMY 3aCTOCYBaHHI AOCNI[XyBaHOr0 3aco0y X/OPOXiH 3HMXKYBaB 6i0OAOCTYNHICTbL MpasukBaHTeny. Hapasi
HEeBIZLOMO, YK cnocTepiraTMMeTbes NOAIGHMI edeKT NpU 04HOYACHOMY 3aCTOCYBaHHI TiApPOKCUXTIOPOXIHY i Npa3vkeaHTeNy. EKCTpanontooun Ui faHi 3 ornsagy Ha
NOAIGHICTb CTPYKTYpU Ta (PapMakOKIHETUYHMX MapaMeTpiB MK rigpOKCUXN0POXIHOM Ta X/IOPOXIHOM, MOXHa O4YiKyBaTW PO3BUTKY MNOAIGHOro edekTy i Ans
riPOKCUX/IOPOXIHY.

Oco6MBOCTI 3aCTOCYBaHHS.

PeTuHonaris.

Mepes No4YaTKOM Kypcy NiKyBaHHsA npenapatom MnakseHin® yciMm natieHTam HeobXigHO NPoWTY ohTaNbMONOriYHe 06CTEeXeHHsA. Hagani Take 06CTeXeHHS chif

MPOBOAWTY NPUHaMHI KOXHI 12 MicsLiB.

TOKCUYHI peakLii 3 60Ky CITKIBKM 04eil € NePEBAXHO A0303a/IEXXHUMU. PU3MK YPaXKEHHS CITKIBKW € HA3bKMM MPU 3aCTOCYBaHHI 4060BUX [03 40 6,5 Mr/Kr macu Tina.

MepeBULLEHHS PeKOMEHA0BaHOT 4060BOIT 03U 30i/bLUYE PU3UK BUHUKHEHHA TOKCUYHUX peakLiil 3 60Ky CITKIBKM.

IMig yac opTanbMONOriYHOrO 06CTEXKEHHA HEeOOXiAHO NepeBipUTK FOCTPOTY 30pY, NPOBECTU PeTeNbHY OTalbMOCKOMIt0 Ta PYHAOCKOMIK0, a TaKOX AO0CMIIKEHHS

LIeHTPa/IbHOr 0 MO 30pY 3 YEPBOHOK MiLLEHHIO Ta KOMiPHOro 30py.

OO6CTeXeHHs cnif NPOBOAUTM YacTille, afanTyBaBLUM MOro 40 0CO6/IMBOCTEN OKPEMOro NauieHTa, y TakuxX BUnagKax:

— poboBa fo3a npenapaty nepesutlye 6,5 Mr Ha 1 Kr igeasbHOI (He 36iNbLUEHOT) Macy Tifa;, BUKOPUCTAHHA NOKa3HWKa (hakTUYHOT MacK Tina nif yac pospaxyHKy
L0311 npenapary 419 XBOPUX 3 OXXMPIHHAM MOXe NPU3BECTU [0 Nepefo3yBaHHS;

— HUPKOBA HEAOCTaTHICTb;

— rocTpoTa 30py HWXK4e 6/8;

— BIK MoHaz 65 pokis;

— KyMynaTmBHa fo3a 6inbiue 200 T.

JlikyBaHHS npenapaTom MnakseHin® CNif HeramHo BiAMIHWUTK, AKLLO Y NalieHTa CnocTepiraloTbCs NiIrMeHTHI NOpYLLEeHHS, AeheKTM Nons 30py abo iHLWI BiAXWUIEHHS

Bifl HOPMU, AKI HE MOXKHa MOACHUTU MOPYLLEHHAM akoMogauiT (4MB. TaKoX po3gin «MobivHi peakuii»). HeobXiAHO NPOAOBXKYBATU CMIOCTEPEXXEHHSA 38 CTAHOM TaKuX

XBOPWX, OCKI/IbKM 3MiHM 3 60KY CITKIBKW i NOPYLUEHHS 30pYy MOXKYTb NMPOrpecyBaT HaBiTb Nicns BiAMiHM nNpenapaTy (AMB. TaKoX po3ain «MobiyHi peakLii»).



He pekoMeHAYeTbCSA 3aCTOCOBYBATM TiAPOKCUXIOPOXIH OAHOYACHO 3 NIKapCbKMMK 3ac06aMu 3 BIJOMOKO 34aTHICTHO BUK/IMKATM TOKCUYHI peakuii 3 60Ky CITKIBKY,
TaK1MM IK TAMOKCU(EH.
[MofoBXeHHs iHTepBany QT. NigpOKCUXIOPOXiHMAE NOTeHLian NOLOBXYBaTUiIHTepBa QTCY nayieHTIB 3i creynudivHUMm hakTopamm pusnky. IMiLPOKCUXNOPOXIHCAIL,
3aCTOCOBYBATU 3 0OEPEXHICTIO MauieHTam 3 BPOPKEHUM abo 3a0KyMEeHTOBaHUM HabyTuM MOAOBXeHHAM iHTepBasly QT Ta/abo BifomMyMMM (haKTOpamMu PU3KKY
NofOBXeHHAIHTepBany QT, TaKMMK SIK:
- 3axXBOPOBaHHsCepLs (HanpuKiag cepLeBa HeAOCTaTHICTb, IHDAPKT MiOKapAaa);
- NpoapuUTMiYHicTaHK, Hanpuknag opaamkapdis (< 50 ya/xs);
- HasABHICTb B aHaMHe3i LLTYHOUYKOBMXMNOPYLLUEHb PUTMY;
- HekopuroaHarinokaniemis ta/abo rinomarHiemis;
0AHOYacHe 3aCTOCyBaHHS i3 3ac06amu, WO NOAOBXYIOTh iHTepBan QT (auB. po3ain «B3aemogdist 3 iHWMMKU NiKapCbKUMK 3ac06aMK Ta iHLLUI BUAW B3aEMOAIN»),
OCKI/IbKM Lie MOXXe NPU3BOANTM A0 NiABULLEHHS PUSNKY PO3BUTKY LLTYHOUKOBUXAPUTMIIA.
BupaxKeHicTb NofoBxeHHs iHTepBasly QT MOXKe 36i/1bLUyBaTUCA3I 36i/1bLLUEHHAM KOHLEHTpaLiinpenapary. Y 38’43Ky 3 MM He C/lij NepeBuLLyBaTV PEKOMEH0BaHY 103y
(avB. TakOX po3Linv «B3aemofisi3 iHWMMM NiKapCbKUMIM 3aC006aMm Ta iHLLI BUAW B3aEMOAiIN» i «0BIYHI peakL,ii»).
XPOHiYHI NposiBM TOKCUYHOCTI 3 6OKY cepud. MoBigoMAAN0CA PO BUNagKM KapAiomionaril,wo npu3BoAmnnafo po3BUTKY CepLeBol HeA0CTaTHOCTI, IHKO/N 3 IeTa/TbHUM
HaCNiAKOM, Y NaLlieHTiB, SiKi OTpUMYBanmM fikyBaHHS npenapatoM MnakBeHin® (auB. po3ginu «Mob6iuHi peakuii» Ta «llepefo3yBaHHs»). TOMY peKOMEHIYETbCS
KNiHiYHWIA MOHITOPWHT NS BUSIBNIEHHS 03HAK | CUMNTOMIB Kapliomionarii.yY pasi po3BuTKY KapgiomionarTiizacTocyBaHHs npenapaTy MnakseHis® cnig npunuHnt. Y
pasi AiarHOCTUKKM NopyLleHb NPoBigHOCTI (610Kaaa HiXKOK nyuyka IMica / aTpioBEHTPUKYNSApHa6/10Kaa), a TaKoX 6iBeHTPUKYNSAPHOITinepTpoil HeobXiAHO PO3rNsAHYTH
MUTaHHA XPOHIYHOT TOKCUYHOCTI npenapary (4AvB. po3ain «[106iuHI peakLii»).
3 06epeXKHICTHO CNig 3acTOCOBYBaTV MpenapaT XBOPMM, SiKi MPUIAMatoTb NiKK, O MOXYTb BUKIMKATL NOGIYHI peakLii 3 60Ky opraHiB 30py uu WKipw. MpenapaT cnij
TaK0oX 3 006epeXXHICTHO 3aCTOCOBYBATMU:

- nauieHTaMm i3 3aXBOPHOBaHHAMMEYiHKM ab0 HUPOK, a TaKOX NaLieHTam, AKi NPUAMat0Tb iKW, LLLO MOXKYTb HEraTUBHO BM/IMHYTU Ha (DYHKLiFO X OpPraHiB. Y nauieHTiB
i3 TAXXKUM NOPYLLEHHSAM DYHKLITHAPOK abo NeviHKM He06XiAHO BU3HauaTW piBeHb riApOKCUXIOPOXiHYY Nia3Mi KpoBi Ta KoperyeaTtun o3y npenapary BignoBigHNM
YMHOM;

- nayieHTam i3 THKKUMU LWNYHKOBO-KULIKOBMMMW HEBPOIOT iIYHUMIUTA FemMaTos1or iMHMMU3aXBOPOBaHHSAMM.

[HLINIA MOHITOPUHT NPW TPMBAIOMY NiKyBaHHI NMpenapaTom.

Y nauieHTiB, AKi NpuiAMatoTb npenapar ynpojoBX TPWUBAJIOro 4vacy, HeobXifHO MepiogyMyHO NPOBOAMUTU PO3rOPHYTUIA 3ara/ibHUiA aHani3 Kposi. Mpu BUABNEHHI
MaToNOriYHNX3MiH 3acToCcyBaHHA Npenapaty MnakeeHis® cnig npunuHnTY (AUB. po3ain «Mob6iuHi peakuii»).

Y BCiX NauieHTiB, AKi NpuiiMatoTb NpenapaT ynpogoBX TPUBAIOro vacy, HeobxigHO NepiofMYHO NPOBOAUTY OLHKY (DYHKLIT CKeNeTHUX M’S3iB Ta CYXOXMU/IbHUX
pednekcis. Mpy BUHUKHEHHI M’A30B0T CNabKoCTi npenapar cif BiaMiHUTK (4UB. po34in «o6ivHiI peakuii»).

3 06epexkHICTIO cnif 3acTOCOBYBaTWU NpenapaT AN NiKyBaHHS MalieHTIB, YyTIMBMX A0 XiHIHY, SKi MatOTb AeiUnT rIKo3n-6-gocdaTaerigporeHasn, XBOpUM, SiKi
CTPaXKJarTb Ha XPOHIYHY remaTtonopgipito,0CKifibK1 Nepeodir Lyx 3aXBoproBaHb Nif BMNJAMBOM ripOKCUXI0POXiHYMOXE 3aroCTPrHOBATUCA,a TAKOX XBOPUM Ha ncopias,
OCKIi/TbKW 3p0CTaE PU3VK BUHUKHEHHS LLUKIPHUX peakLil.

Y pyxe piAKiCHUX BUNafKax y nauieHTiB, AKIi OTPMMYBa/Iv N APOKCUXI0POXIiH,cnocTepiranaca cyiungansHanoseiHka.

MayieHTaM 3 TaKUMU PiAKICHUMY BPOLKEHVMM CTaHaMK, IK HEMepeHOCKMICTb ranakTosu, AediunT nakrasu caamis abo CMHAPOM MasibabcopoLiT rHOKO3M-ranakTo3n He
Cnig npuimaTtm Lein nikapcbkunii3acio.

[iT paHHLOrO BiKY 0COG/IMBO YYTNMBI 10 TOKCUYHOT Aii 4-aMiHOXIHONIHIB; TOMY NaLlieHTiB He0OXiZHO NonepeanTyM NPO Te, WO MnakeeHiN® HeobXigHo 36epiratiy
HeAOoCTYNHOMY ANs AiTel micu,i.




[inornikemMis. byno nokasaHo, WO TigPOKCMXN0POXiH MOXE CMPUUMHUTY TAXKY TFiMOrnikemito, B TOMY YMC/i i3 BTPATOK CBIZOMOCTI, WO MOXe 6yTu Hebe3neyHum
ANA XKUTTA, Y NaLieHTIB, AKi NpuiAMatoTb abo He NPUAMaloTb NPOTUAIA6eTUYHI NiKapPCbKi 3ac00U. MauieHTiB, AKi OTPUMYHOTb NiKyBaHHS TiApPOKCUXNOPOXIHOM, Chif
MonepeauTn NpPo PU3MNK PO3BUTKY FIMOrAiKeMii Ta NoB’A3aHi 3 HEO KIHIYHI 03HAaKWM Ta CUMNTOMW. Y MAUIEHTIB 3 HafBHICTIO K/IHIYHUX CUMNTOMIB, fKI MOXYTb
CBIAYMTM MPO rinornikemito, Nif vac NikyBaHHA rigpoKCUXI0POXiHOM CNif KOHTPO/IKOBATU PiBeHb T1HOKO3M B KPOBI Ta Yy BUMaAKy HeoOXiAHOCTI NiKyBaHHSA MOBUHHO
OyTV nepernsHyTe.

Mpwu 3acTocyBaHHi NpenapaTy MaakeeHiN® MoXyTb BUHUKATX eKCTpanipamMigHi posnaau (Ave. po3ain «Mo6iuHi peakLii»).

[MOTEeHUIAHNA KaHUEPOreHHU pu3mK. EKcneprMeHTanbHI [aHi BKa3ytoTb Ha HasBHICTb MOTEHUIAHOIO PU3WKY iHAYKYBaHHA FeHHMX MyTauii. [daHi AocnigkeHb
KaHLeporeHHOCTi Ha TBapuHax LOCTYNHI NnLe WOAO OAHOro 6i0N10riYHOro BMAy TBapuH, SKMM 3aCTOCOBYBa/IM BUXiAHY CNOMYKY X/TIOPOXiH, i OTPUMaHi pe3ynbTaTu
Oynv HeraTMBHUMW. [ NOAMHW Hapa3i OTPYMaHO HeAOCTaTHLO AaHUX A8 TOro, LWo6 MOXHA 6Y10 BUKIHOUNTY 30i/bLLUEHHS PU3NKY OHKOMOTIYHUX 3aXBOPIOBaHb Y
nauieHTiB, AKi NPMNMaloTb Npenapar ynpoLOBX TPUBAIOr0 Yacy.

3acTocyBaHHSA y nepiof BariTHOCTI abo rogyBaHHs rpyato.

BariTHIiCTb. ICHYHOTb Nvwe 06MeXeHi AaHi JOKNIHIYHWUX AOCNIMKEHb FiAPOKCUXMIOPOXiHY. Y AOCNIMKEHHSX Ha TBapuHax Oyno BUSIBIEHO TOKCMYHWIA BNIMB
XNOPOXiHY (PeYOBMHM, CMOPILHEHOT 3 TiAPOKCUX/IOPOXIHOM) Ha PernpoAyKTUBHY (DYHKLIIO NIiC/sA 3aCTOCYBaHHA MaTepPUHCLKOMY OpraHismy y BMCOKMX fo3ax. [JaHi
[OK/MIHIYHMX JOCNIAXKeHb X/I0POXiHY BKa3yHTb Ha MOTEHLINHWUIA PU3NK FTEHOTOKCUYHOCTI Y AeAKNX TeCcT-CUCTEMaX.

Mpwy 3acTOCYBaHHI FiAPOKCUXMIOPOXIHY ANA TpMBaIOi Tepanii ayToOiMyHHMX 3aXBOPIOBaHb Y BUCOKMX [03ax 06cepBaLiiHi JOCNIKEHHS | MeTaaHai3, WO BKIOYMB
[aHi NPOCNEKTUBHUX JOC/ILXKEHb 3 TPMBAIMM 3aCTOCYBaHHAM NpenapaTy y BUCOKMUX [03aX, He BUABWAN CTATUCTUYHO 3HAYYLLOMO NiABULLEHHS PUSKKY BPOKEHUX
Ba/l PO3BMTKY ab0 HeCNPUATANBUX KNiHIYHUX HaCNi[KiB BariTHOCTI.

["iLpOKCUXTOPOXIHMPOHUKAE KPi3b naueHTy. Chij 3a3HaunTu, Wo 4-aMiHOXIHOMIHM Y TePaneBTUYHUX [03aX MOXYTb CIIPUYNHATIA YPaXKeHHS LeHTPasibHOI HEPBOBOI
CUCTEMMU, Y TOMY YMUCNI OTOTOKCMYHICTb (CNYXOBY Ta BECTUOYNAPHY TOKCUYHICTb, BPOMPKEHY NTYXOTY), PETUHA/IbHI KPOBOTEYI Ta aHOMasIbHY MirMeHTauito CITKIBKM.
LLi ebekTn He Bynm nigTBepmKeHi y 6ifbll MaclTabHUX cepiHMx/obcepBaLiiHuX AocnimpkeHHsX. ObcepBaliiiHi AOCNIMKEHHS | MeTaaHani3, WO BKIHOYMB AaHi
MPOCMEKTUBHUX AOCNILKEHb 3 TPUBAIUM 3aCTOCYBAHHAM Mpenapaty y BUCOKUX [03aX, He BUABW/IN CTaTUCTUYHO 3HAYYLLOrO MiJBULLEHHS PU3KKY BPOKEHWX Baf
PO3BUTKY ab0 HECNPUATINBUX KNIHIYHMUX HACNi[KiB BariTHOCTI.

Y 3B’53KY 3 LM HEOOXiAHO YHUKATW 3aCTOCYBaHHS TigpOKCUXIOPOXiHY CynbgaTy Mif Yac BariTHOCTI, 3a BUHATKOM BUNaAKiB, KOMu, Ha AyMKY nikaps, iHAMBigyanbHa
NOTEeHLiiHA KOPUCTb Takoro NiKyBaHHA NepeBaXkae MOTEHLiHI PUSKKN.

"omyBaHHA rpyaaro. IMigpoKCUXTOPOXiH eKCKPETYETLCA Y IpyAHe MOJIOKO (Y KifIbKOCTI, WO CTaHOBUTbL MeHLe 2% [03u, AIKY 3aCTOCOBYHOTb MaTepi, 3 MOMNpaBKOK Ha
macy Tina). Cnif peTesibHO 3BaXUTU HEOOXIAHICTb TPMBAIOrO 3aCTOCYBaHHA TifPOKCUX/IOPOXIHYY Mepiof rofyBaHHS PyLA0, BPaxXOBYHUM MOBI/IbHY LUBUAKICTb
BMBeZEHHS Npenapary 3 opraHiaMy Ta noTeHLian Moro KyMynsauii'y TOKCUYHUX KifIbKOCTAX B OpraHiami HeMoBnATH. Bigomo, LWo HeMOBASTa Haf3BMYaiHO Yy TAMBI 40
TOKCUYHUX e(DeKTIB 4-aMiHOXIHOMIHIB.

Hapasi focTynHi AyXe obMexeHi faHi woao 6e3neky TPMBasioro 3acTOCYBaHHSA TiAPOKCUMXIOPOXIHY A9 HEMOBAAT, AKUX FOAYHTb FPYAHUM MOJIOKOM; Mpw
NpU3HayYeHHI Npenaparty Nikap Mae OLiHIOBaTX MOTEHLiMHI PU3UKKN | KOPUCTb MOro 3aCTOCYBaHHA Mif Yac rofyBaHHS IpyAat0, BPaX0OBYHOUM MNOKa3aHHA [0 TaKoro
NiKyBaHHA Ta Moro TPUBaNICTb.

®PepTUbHICTb. [aHi Woho BNAMBY TiAPOKCUXIOPOXiHY Cynbdaty Ha (epTWIbHICTb MOAMHW BIACYTHI. Y [OCNIIXEHHAX Ha TBapuvHaX XJIOPOXiH (PeyoBUHa,
cropifHeHa 3 riipOKCMX/TIOPOXiHOM) IEMOHCTPYBaB HebaXKaHi epeKTy LLL0A0 (hepTULHOCTI Y caMUiB.

34aTHICTb BNAMBATW Ha LUBUAKICTb peakuii Npy KepyBaHHI aBTOTPaHCNOPTOM abo iHWMMK MeXaHi3MaMMu.
OCKiNnbKN HeBAOB3I MiCNA NOYaTKy NiKyBaHHA MOX/IMBE BUHUKHEHHS pO3/1afiB 30py Yepe3 MOPYLUEHHA akomogauil, Wo MOXYTb CMPUYMHUTU HEYITKICTb 30pY,
nauieHTam cnif, 6yt 06epeXxXxHUMM NPy KepyBaHHI TPAHCMOPTOM i BUKOHAaHHI POGIT, L0 NoTpebyoTh NiABULLEHOT YBaru. FKLLO Leit CTaH He NPOXOANTb CaMOCTIHO,



BiH MVHAE NP 3MEHLLUEHHI 4031 Y/ NPUNNHEHHI JTIKYBaHHA

Cnoci6 3acTocyBaHHs Ta [03W.

Mnaksenin© MpY3HaYeHNA 4Na NepopasbHOro 3acTocyBaHHA. KOXHY 03y cAif npuidMaTy i yac ki abo 3anvBaroym CKASHKOK MOJOKa.

EeKT riipoKCMXNopoxiHy € KyMynsaTUBHUM, TOMY ANS JOCATHEHHS TepaneBTUUYHOI0 ePeKTy NOTPIGHO KiflbKa TUXKHIB, TOAI SIK He3HaYHI NO6IYHI ePEKTU MOXKYTb
BUHMKATW BIAHOCHO paHo. AKLLO Npu fliKyBaHHI PeBMaTMYHOI0 3aXBOPKOBAHHSA CTaH MalieHTa He MoKpaLlyeTbCA BNPOAOBX 6 MiCALIB, TO Npenapar c/ij BiAMIHUTH.
Mpn 3aXBOPHOBAHHAX, MOB’A3aHNX i3 NiABWLLEHOI YYTAMBICTIO 40 CBITNA, NiKYBaHHA CNif NPOBOAUTM TiNIbKM MNif Yac nepiogis MakCUMaibHOT IHCONALIT.

Jlopocni Ta nayieHTun NiTHLOrO BiKY.

Heo6xiAHO 3aCTOCOBYBaTU MiHIMa/IbHY e(DeKTUBHY f03Y. Lig [03a He MOBUHHA nepeBuLLyBaTh 6,5 MI/Kr/noby (y po3paxyHKy Ha ifeanbHy, a He hakTMyHy Macy Tina
XBOPOro) Ta ctaHoBUTM abo 200 Mr, a6o 400 Mr Ha 006y .

aiTn.

Heo0bxiHO 3aCTOCOBYBATU MiHIMa/IbHY epeKTUBHY [03Y, iKa He nepesuLLye 6,5 Mr/kr/gody y po3paxyHkKy Ha igeanibHy Macy Tina. Y 38°A3Ky 3 UMM Tabnetku no 200
MI He NpuaaTHI NS 3aCTOCYBaHHA Y AiTel 3 ijea/lbHOK Macoto Tina meHwe 31 Kr.

[iTwn. HeobxigHo 3acTOCOBYBaTH MiHIMa/IbHY e()eKTUBHY 03y, AKa He nepesuLlye 6,5 Mr Ha 1 Kr ifeanbHOT Macy Tifa Ha fo0y. Y 3B’A3Ky 3 UMM TabseTku no 200
MI He NPUAaTHI 415 3aCTOCYBaHHA Y fiTel 3 i4easbHOK Macoko Tifla MeHLe 31 Kr.

Nepeno3yBaHHSA.

Mepeno3yBaHHA 4-aMiHOXIHO/IHIB 0C06/IMBO HebGe3neyHe 415 HEMOB/AT, OCKINIbKM NPUIAOM HaBiTb 1-2 rpamMiB MOXe NPU3BECTU 40 NeTa/IbHOr 0 HacNigKY.

CuMNTOMM nepeso3yBaHHA MOXYTb BK/IKOUATU FOMIOBHUIA 6iflb, MOPYLUEHHS 30pYy, CepLeBO-CYAUHHWUIA Konarc, CyAOMM, FiMoKaliemito, MOPYLUEHHS pUTMYy Ta
MPOBIAHOCTI, BK/OYAKUM MNOAOBXEHHA iHTepBanly QT, LWAYHOUKOBY TaXikapgito torsade de pointes, LIYHOUYKOBY TaxikapAito Ta (ibpunsaLito LWIYHOUKIB,
36i/IbLUEHHS LWMPUHK KoMNiekciB QRS, bpagiapuTMii, By3/0BUIA PUTM, aTPiOBEHTPUKYNSAPHY 6/10Kagy, 3a AKMMUW PanToBO HacTae iHOAi NeTanbHa 3yNUHKa ANXaHHS
Ta cepus. Lli sABMLIa MOXYTb BUHUKHYTW HEBAOB3I Micns nepefo3yBaHHs, TOMY HeobXifHa HeBiAKNagHa MeanyHa Jornomora. BMICT wayHKa HeobXifHO HeraiHo
BUAANTY, BUKNMKaBLIM OGNHOBaHHSA abo NPOMMBLUM LUNYHOK. AKTUBOBaHe BYTiNMS y 03I, AKa WOHANMeHLLUE Y N’ATb pasiB NepeBuLLye NPUAHATY [03Yy npenapary,
MOXXe CMOBINbHUTY NOAa/IbLLY A0ro abcopbuito, AKLL0 aKTMBOBAHE BYTifNA BBOAUTU Y LLTYHOK Yepes3 30H[, NiC/iA NPOMUBaHHA Ta He Ni3HiLle HiXK yepe3 30 XBUINH
nicns npuinomy npenapary.

Y pasi nepefo3yBaHHACNIL PO3rISHYTU MOXMBICTb NApeHTEPasIbHOr0 BBEAEHHA Aiasenamy. [JoBeAeHO, WO Lieil npenapat MOXe 3MEHLLMTY ABMLLA KapLiOTOKCUYHOCTI,
CMPUYUHEHI X/TOPOXIHOM.

Y pasi HeoOXIAHOCTI CMif BXWTK 3aX0AiB ANs NiATPUMaHHA AUXaHHA Ta NPOBECTU NPOTULLOKOBY Tepanito.

Mo6iuHI peakuii.

BukopuctaHoTaki KpUTepiT yacToTh, CXBasieHi Paforo MidKHapoAHMX opraHisaLin meguyHmx Hayk (CIOMS): ayxxe yacTo (= 1/10); yacTo (Big = 1/100 o < 1/10); HeywacTo
(Big = 1/1000 o < 1/100); pigko (Big = 1/10000 1o < 1/1000); ay»e pigko (< 1/10000); yacToTa HeBigoMa (He MOXHa OLIHUTI Ha NiACTaBi AOCTYMHUX JaHNX).

Po3naamn 3 60Ky KpoBi Ta NimtaTu4HOI CUCTEMU

YacToTa HeBifoma: NpUrHiveHHs PYHKLiTUepBOHOI 0 KiICTKOBOrOMO3KY, aHEMIs, aniacTUYHaaHeMisl, arpaHy1oLUMTo3,/1eMKOoNeHis, TPOMOOLMTOMNEHIS.

Po3naam 3 60Ky iMyHHOT cucTemu

YacToTa HeBifloma: KPOrnuB’siHKa, aHriOHEBPOTUYHUIA HabpsiK, 6POHXOCMAa3M.

MeTabo/i4Hi Ta aniMeHTapHI po3faau




YacTo: BifCyTHICTbaneTuTy.

YacToTa HeBifoma: rinornikemis.

["ipOKCUXTOPOXIHMOXKe 3arocTproBaTMnepedir nopgipii.

Po3naam 3 60Ky Ncuxiku

YacTo: adeKT1BHa NabiNbHICTb.

HeuyacTo: HepBO3HICTb.

YacToTa HeBifomMa: Ncuxo3, cyiunianbHanoBeiHKa.

Po3naau 3 60Ky HEPBOBOT CUCTEMU

YacTo: ronoBHWI 6inb.

HeuyacTo: 3anamopoyeHHs.

YacToTaHeBifoMa: Npu 3aCTOCYBaHHI LibOro Knacy NnikapcbKux 3aco6is NoBigoMAs10Ch MNP0 BUHUKHEHHSA CYIOM.

EkcTpanipamifanbHipo3naau, Taki aK ANCTOHIA, AUCKIHe3is, TpeMop (auB. po3ain «Oco6/MBOCTI3aCTOCYBaHHS»).

Po3naam 3 60Ky OpraHie 30py

YacTo: HeYiTKiCTb30pY BHACNILOK NOPYLLEHHA aKOMOZaL,iT, L0 € 40303a/1eXHM Ta 060POTHUM ABULLEM.

HeuacTo: MOXe BUHMKATM PeTMHONaTiA3i 3MiHaMK MirMeHTaL i Ta NosBO Ae(heKTiB NoNs 30py.

Ha paHHiii cTagii nicns npunuHeHHs NikyBaHHS npenapaTom MnakeeHi® peTHonaTtisie 060p0THO. FKLLO NiKyBaHHs NPenapaToM BYaCcHO He BiiMiHUTW, iCHYE pU3nK
MporpecyBaHHA PETUHONATITHABITL NIC/A BIAMIHW Npenapary.

Y naujieHTIiB 3 peTUHOMATIE COYaTKY MOXeE Bifi3Ha4aTUCb 6e3CMMNTOMHUIA Nepebir abo MOXYTb CNOCTepiraTUCh NapaLeHTPabHI UM NepuLeHTpabHI KinbLenomdibHi
CKOTOMM,CKPOHEBI CKOTOMMA60 NOPYLLEHHA CIPUAHATTA KO/IbOPIB.

Bynun noBigOMMEHHS MPO 3MiHM 3 6OKY POriBKM, BKNHOYaOUM HABPAK Ta NOMYTHIHHSA. BOHM MOXYTb 6yT 6€3CMMNTOMHUMMA60 BUK/IMKATU Taki NOPYLUEHHS, IK NosiBa
0peoniB, HEYITKICTb 30pY UM hoTOoO6IA. LLi 3MiHM MOXKYTb Oy TV TPAH3UTOPHUMU Ta 3HUKAKOTb MICNA NPUMMHEHHS iKYBaHHSA NpenapaToMm.

YacToTa Hesifoma: NoBifOM/IAN0CH PO BUNaLKN PO3BUTKY MaKy/onaTiiTa Maky/IapHOi AereHepaLil, iKi MOXyTb 6y T HEO60POTHUMM.

Po3naau 3 60Ky OpraHis Cyxy Ta piBHOBAru:

HeyacTo: BepTMro,BiAUyTTA LLYMY Y ByXax.

YacToTaHeBifoma: BTpaTacnyxy.

Po3naam 3 6oKy cepus

YacToTa Hesifoma: NoAoBXKeHHAIHTepBasly QT Y mauieHTIB 3i cneumpiyHMMy hakTopamu pu3mnKy, L0 MOXKe NPpu3BoANTY A0 apuTMmii (torsade de pointes, LwyHoUKoBa
Taxikapgis); kapgiomionaris, o MOXe NpU3BOAMTY L0 PO3BUTKY CEPLIEBOT HELOCTATHOCTI, Y AeSKMUX BUNagKax 3 netasibHUM HacnigkoMm (4AnB. po3ginv «OcobnmeocTi
3acTocyBaHHsA»Ta «llepefo3yBaHHs»).

Y pasi LiarHOCTVKM NnopyLUeHb MPoBigHOCTI (6/10Kafa HKOK nyyKa Mica / aTpioBEHTPUKYNAPHAOI0KaAa), 8 TaKOX BIBEHTPUKYIAPHOITINePTPOMIT HEOOXIAHO PO3TIAHYTU
MUTaHHA XPOHIYHOT TOKCMYHOCTI Npenaparty. BigmiHa npenaparty Moye NPW3BECTM 0 3HUKHEHHS LIYX NMOPYLLEHb.

Po3naam 3 60Ky LLUTYHKOBO-KMLLIKOBOr0 TPAKTy

[y>Ke yacTo: 6i/b y XWBOTI, HyOTa.

YacTo: giapes, 61t0BaHHS.

LLi cumnTOMM, K MPaBK/IO, 3HUKAKOTL BiApa3sy Nic/s 3HUXKEeHHS 4031 ab0o Nic/is NPUNUHEHHSA NiKYBaHHA MpenapaToMm.

Po3naan 3 60Ky NeYiHKM Ta YKXOBYOBUBIAHUXLUNAXIB

HeuacTo: BigXWNEHHS BiJ HOPMW MNOKAa3HUKIB (DYHKLiOHAIbHUX NEYiHKOBUXMPOG.

YacToTa HesifomMa: (yibMiHaHTHaNe4iHKOBaHeJOCTATHICTb.




Po3nam 3 60Ky LWKipKW Ta NiAWKIPHOT KNITKOBUHM

YacTo: BUCUNaHHS Ha LLKipi, CBEPOIX.

HeuyacTo: 3MiHKX NirMeHTaLiTLWKipK Ta CIM30B1X 060/10HOK, 3HE6APB/IEHHS BONOCCA, a/oneLis.

LLi ABMLLA, AK NpaBusIo, LUBUAKO MUHAKOTB MiCNA MPUMNUHEHHSA NiKYBaHHSA Npenaparom.

YacToTa HeBigoma: O6ynb0o3Hi BUCUMNAHHA, B TOMY YACTi My/bTU(OPMHaepuTema, CUHAPoM CTiBeHCa-)KOHCOHA Ta TOKCUYHWI enifepMasibHUI HEKPOi3, peakLis Ha
NiKapcbKuiA 3aci6 3 eo3nHoMiNield Ta CUCTEMHMMM cumnToMamu (cuHgpom DRESS), (hoTouyTAMBICTb, eKCONiaTUBHWIA AePMAaTUT, rOCTPUIA reHepanizoBaHui
eK3aHTeMaTO3HUINNYCTY/bO3.

["OCTpWii reHepanizoBaHMIieK3aHTEMATO3HMUIAMYCTYNb03 NOTPIOHO BigAMGepeHLitOBaTUBIA NCopiasy, Xoua ripoKCMXT0POXiHMOXXe 3yMOB/HOBATUI Hanaaw rncopiasy. Lle
MOXe acoLitoBaTV1CA3 NiABULLEHHAM TeMnepaTypuTina Ta rinepnenkounTo3om.I1icns NpunMHeEHHS 3aCToCyBaHHS Npenapary, ik NpaBuao, NPOrHo3 € CNPUSTINBAM.
Po3naam 3 60Ky 0NOpPHO-PYyX0BOroanapaTy Ta CrosyYHOT TKaHUHN

HeuyacTo: CEeHCOPHO-MOTOPHIPO31aaN.

YacToTaHeBifoMa: MionaTis CKeNeTHUX M’5A3iB ab0 Helipomionaris, Lo NP13BOAMTL 40 NPOrpecyroY0i cnabKocTi Ta aTpoil NpOKCMManbHUXTPYN M’ S3iB.
MionartisiMoxxe 6y T 0608pOTHOLO NicNA BigMiHW Npenaparty,ane 411 NOBHOro 0AyXaHHS MOXXe 3Ha00MTu1CA AeKinbKa MicsuiB.

SHKEeHHS CYyX0XMUNKOBUXPE/IeKCiB Ta aHOMa/lbHa HepBOBa NPOBIAHICTb.

[MoBiAOMNEHHSA NPO Nif03PHOBAHI NOOIYHI peakLiil.

[MoBiAOM/IEHHA MPO MiZO3pHOBaHI MOGIYHI peakuii Micnsa CXBaJIEHHA JIIKAPCbKOro 3acoby A03BiIbHUMW OpraHaMu € BaXK/IMBOK Npouefyporo. Lle pae 3mory
3[iNCHIOBATM NOCTIAHMIA MOHITOPUHT CNIiBBIAHOLLIEHHS KOPUCTL/PU3MK 3aCTOCYBaHHS LIbOr0 /TIKAPCbKOro 3acoby. MeanyHmx npawiBHMKIB MPOCATL NOBILOMASATY MPO
6yab-sKi Nifo3ptoBaHi N06iIYHI peakUii Yepes HaLioHabHY CUCTEMY NOBIJOM/IEHb.

TepmiH NpuaaTHOCTI. 3 POKMW.

YMoBW 36epiraHHs.
36epiraTv B OpuriHasbHii ynakoBLi y HeAOCTYMHOMY A1s AiTel micui. 36epiratv npu TemnepaTypi He BuLe 25 °C.

YnakoBKa.
No 60 (15%4): no 15 Tabnetok y 6nictepi, no 4 6nictepn y KapTOHHI KOPOBL.
Ne 60 (10x6): no 10 TabneTok y 6nicTepi, No 6 6aicTepiB y KapTOHHI KOPOGLi.

Karteropis Bignycky. 3a peLenTom.

BupobHuK.
CAHO®I-ABEHTIC C.A., IcnaHis/SANOFI-AVENTIS SA., Spain.

Micue3HaxomMkeHHA BUPOOHMKaA Ta agpeca MicLsi NPoBaKeHHS M0ro 4isifIbHOCTI.
Ktpa. C-35 (J1a batnnopia-OcTanpik, km 63,09) 17404 Piennc i Biabpea, (XKupoHa), IcnaHis/
Ctra. C-35 (LaBatlloria-Hostalric, km 63,09) 17404 Riellsi Viabrea (Girona), Spain.



3asABHUK.
TOB «CaHoi-ABeHTIC YKpaiHa», YKpaiHa/Sanofi-AventisUkraine LLC, Ukraine.



