IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS NiKapCbKOro 3acoby

KEMMNPA®
(KEPPRA®)
Cknag:
Aitoya peyosmHa: levetiracetam;
1 Mn1 po34mHy MICTUTL NeBeTupaletamy 100 mr;
[ONOMI>KHI PEYOBMHU: KMCNOTA IMMOHHA MOHOriApaT, aMOHIt0 FNiLUMPU3NHAT, HaTpito uMTpaT, MeTunnapabeH (E 218), nponinnapabeH (E 216), rniuepuH 85 % (E 422), manbtuT pigkuin (E 965), kanito auecynbtam (E 950), cmakoBa
fo6aska BuHorpagHa Firmenich 501040A, Bofa ouuLleHa.

NikapcbKa thopma. Po3urH opasibHUIA.
OcHOBHI (pi3MKO-XiMiYHI BNaCTUBOCTI: NPO30pa pignHa.

dapmakoTepaneBTUYHa rpyna. NpotueninentuyHi 3acobu. JleseTmpaveram.
Kog ATX NO3A X14.

dapmMakosoriyHi BnacTmBOCTI.

PapmakognHamika.

JleBeTupaLieTam, aKTMBHA pevoBMHa, NOXigHa NiponifgoHy (S-eHaHTIOMep anbga-eTus-2-0Kco-1-niponignH-aletamiay), 3a XiMiYHOK CTPYKTYPOIO BifPI3HAETLCA Bif BILOMMX NPOTUENINENTUYHMX NiKAPCbKMX 3aC00iB.

MexaHi3m aii

MexaHi3Mm fiT neBeTmpaleTaMy HefloCcTaTHLO BUBYEHWMIA. Ha niacTaBi NpoBefeHNX AOCNIMKEHb in Vitro i in Vivo NpunycKaroTb, WO NeBeTUpaLeTaM He 3MiHKOE OCHOBHI XapaKTEPUCTUKN HEPBOBOI KNITUHW | HOPMaslbHY HEMPOTPaHCMICIto.
[ocnifykeHHst in vitro nokasanu, Lo NeBeTypaLeTam BMIMBAE Ha BHYTPILLUHbOHeMPOHabHI piBHI Ca2t LWsXoM YaCTKOBOIO MPUrHiYeHHsS TOKY Yepes Ca2t KaHanw N-TUMy Ta 3HMKEHHS BUBINbHEHHs Cat 3 iHTpaHelipoHanbHMX aeno.
BiH TakoX 4aCTKOBO HiBeNtoe NpurHiveHHs TAMK- Ta rniiynH-perynsoBaHoro TOKy, 3yMoB/ieHe [i€to UMHKY Ta B-kap6oniHamu. KpiM Toro, y xofi AocnifpKeHb in vitro neseTupaleTam 38°A3yBaBcs 3i CneunpivHUMK AingHKaMmn y TKaHUHaX
MO3KY rpusyHiB. MicLem 3B’A3yBaHHS € 6iIOK CMHANTUYHUX Be3nKyN 2A, W0 6epe y4acTb Y 3UTTI BE3VKY/ Ta BUBISIbHEHHI HeipoTpaHcMiTepiB. CriopifHeHiCTb (Y paHroBoMy MopsaKy) fneseTvpaleTamy Ta BignoBiAHMX aHaoriB 3 6iIKOM
CUHaNTUYHMX BE3NKY/ 2A KOpentoBana i3 NOTY>XKHICTHO IX NPOTUCYLOMHOT A4iT Yy MOoAensx ayAioreHHol enifiencii y muweit. Lii pe3ynbTaTi 4atloTb 3MOTY NPUNYCTUTK, WO B3aEMOAIA MK fieBeTupaLeTaMom Ta 6i/IKOM CUHaNTUYHUX BE3UKY/I
2A MOXe YaCTKOBO NOACHIOBATU MeXaHi3M MPOTMENiNenTUYHOI AiT npenapary.

dapmakoaMHaMmiyHi epekTn

INeBeTupaueTtam 3ab6e3neyye 3axuCT Bif CyA0M Y LLUIMPOKOMY CNEKTPI Mofeneli napuiaibHUX Ta NePBUHHO reHepai3oBaHMX HanagiB y TBapUH, He CNPUYMHSAKOYM NPOCYA0MHOI0 edheKTy. OCHOBHUIA METabo/IT HeaKTUBHMIA.

Y NOANMHN aKTUBHICTb NpenapaTy nigTBepMkeHa SK LWOA0 napuiafbHMX, Tak i reHepanizoBaHNX enifnenTMYHUX Hanagis (eninentTugopmHi Npossu/ oTonapoKcmMaMasibHa peakList), Wo CBig4YMTb NPO LWMPOKNUIA CREKTP (hapMaKooriyHoro
npointo neseTupaleTamy.

PapmakoKiHe TuKa.

INeBeTnpaLieTaM xapakTepu3yeTbCA BUCOKOK PO3UMHHICTIO Ta NPOHUKHICTIO. PapMaKoKiHETVKA MaE NTIHIMHWUIA XapaKTep Ta XapaKTepu3yeTbCa HU3bKOK MiXK- Ta IHTPacy6’eKTHOK MIHAMBICTIO. Ticns NOBTOPHOr0 3aCTOCYBaHHSA npenapary
KNipeHc He 3MiHI0eTbCA. O3HaK BMMBY CTaTi, pacy Yy UMPKaaHOro puTMy Ha (hapMakoKiHEeTUKY He BifzHavanocs. Mpoins GapmakokiHeTMKM 6yB NOAIGHUM Y 340POBUX f0OPOBO/LLIB Ta XBOPUX Ha enifencito.

3aBAAKM NOBHOMY Ta NiHIMHOMY BCMOKTYBAHHIO PiBHI MpenapaTy y nnasmi MOXHa rnepeabadnTy 3a nepopasibHOK [030K0 /leBETUpPaLeTaMy, BUPKEHOK Y MI/KI Macy Tifla. ToMy BiACTeXyBaTu Nia3MoBi piBHI fieBeTMpaLeTaMy Hemae
noTpeéu.

Y popocnux Ta AiTel BiAg3Hayanacs 3HauyHa Kopensuis MiXK KOHLEHTpaLieto npenapaTy y CAMHI Ta naa3mi (CNiBBIAHOLIEHHS KOHLEHTPaLid y cnuHi/Mna3mi konueanocs Big 1 fo 1,7 micna npuiiomy Tabnetok Ans nepopanbHOro
3aCTOCyBaHHS Ta Yepe3 4 rogvHU Nicns NpUnoMy opasibHOro PO3UMHY).

[lopocni Ta nigniTku

BCMOKTYBaHHS.

INeBeTnpaueTam LUBUAKO BCMOKTYETHCA MICMSA NEpOpasibHOro 3acTocyBaHHA. ABCOMOTHA nepopanbHa 6iogocTynHicTb 6nm3bka Ao 100 %. MikoBi KoHUeHTpauil y nnasmi KpoBi (Cray) BocAraloTscs vepes 1,3 roguHu nicng npuiomy
npenaparty. PiIBHOBaXXHWI CTaH [JOCAraeTbCA Yepes 2 [Hi 3aCTOCYBaHHA npenapaty Aidi Ha fo0y. MMikosi KoHUeHTpauiT (Cpax) 3a3BMyalt cTaHoBNATL 31 Ta 43 MKr/Mn nicns pa3osoi fo3v 1000 mMr Ta noBTOpHOI f03v 1000 Mr Agivi Ha feHb
BiANoBiAHO. CTyNiHb BCMOKTYBaHHS He 3a/1eXKUTb Bif 031 Ta He 3MIHIOETLCA Nif AI€0 XK.

Posnogin.

[aHnx Wofo posnoginy npenapaty y TKaHWHax NMOAMHU Hemae. Hi neBeTupaueTam, Hi MOro OCHOBHWIA METaboniT 3HAYHUM YMHOM He 3B’A3YHOTbCA 3 Oinkamy nnasmu Kposi (< 10 %). O6’em po3noginy nesetmpaleTamy CTaHOBUTb
npuénunsHo Big 0,5 fo 0,7 n/Kr, Wwo NprbnM3HO AO0PIBHIOE 3araibHOMY 06°€MY BOAM B OpraHi3mi.

MeTaboni3m.

MeTaboni3am neseTmpaleTaMmy y NOAVHN He3HaYHWUIA. OCHOBHUM LLISIXOM MeTabonismy (24 % [o3n) € gepMeHTHUIA rigponi3 auetamigHol rpynu. 13o(opmy nNediHKoBOro Lutoxpomy P450 He GepyTb y4yacTi B YTBOPEHHI OCHOBHOMO
meTabonity — ucb L0O57. Nigponi3 auetamigHol rpynu cnocTepirascs y Be/MKil KiflbKOCTI TKAHWH, BK/IKOYakoumM KNiTUHKU KpoBi. MeTaboniT ucb L057 dapmakonoriyHo HeaKTUBHMWIA.

Takox 6ynv BU3HaueHi ABa ApyropagHux Metaboniti. O4uH yTBOPHOBaBCA BHAC/ILOK TiPOKCUIOBAHHA NipoNigoHOBOro Kinbus (1,6 % Bif f03u), ApYTUiA — BHACNILOK PO3iIMKHEHHS MiponifoHoBoro Kinbus (0,9 % Bif 1o3n).

IHLLI HeBM3HaYeHI KOMMOHeHTM cTaHoBUIM e 0,6 % Bif [03K.

B3aeMHOro nepeTBOpeHHs eHaHTIOMepiB NleBeTMpaLeTamy Yum oro OCHOBHOro MeTaboniTy B yMoBax in Vvivo He CNocTepiranocs.

Y xopgi gocnigpkeHb in vitro neBeTupaleTamM Ta Moro OCHOBHWIA MeTaboMIT He MPUIHIYYBa/IM aKTUBHICTb OCHOBHUX i1300OpM MeYviHKoBOro uutoxpomy P450 nognHmn (CY P3A4, 2A6, 2C9, 2C19, 2D6, 2E1 Ta 1A2), rNOKYpOHIiNTpaHcgepasm
(UGT1A1 ta UGT1AG6) Ta enoKcuArigpokcunasn. Takox neBeTmpaLleTam He MPUrHidye rioKypoHigalito Ba/ibnpoeBoT KMCIOTK in vitro.




Y KynbTypi renatouunTis NOAUHM NeBeTMpaLeTaM BUMSBNASB CNabkuid BNMB abo X 30BCiM He BrmBaB Ha CYP1AL/2, SULTIEL a6o UGT1A1. JleBeTupaueTam CnpuumHsB cnabky iHgykuito CYP2B6 ta CYP3A4. [laHi in vitro Ta gaHi in
VIVO LLIOA0 B3aEMOfIT 3 NepopasibHUMM KOHTpaLEenT1BaMu, AUFOKCMHOM i BaphapvHOM BKa3yHTb Ha Te, L0 B YMOBaX in Vivo 3HauyLWoil iHAYKLIT (hepMeHTIB He O4YiKyETbCA. TOMY B3aEMO/is NeBeTupaleTamy 3 iHWKMMK pevyoBUHaMu abo
HaBMaky MasioiMOBIpHa.

BusegeHHs.

Mepiog HaniBBMBEAEHHS NpenapaTty 3 NiasMmn y 0poCInx CTaHOBMB 7+1 rof i He 3anexas Bif 403M, WSXY BBEAEHHS UM NOBTOPHOIO 3aCTOCyBaHHSA. CepefHiii 3ara/ibHUin KnipeHc cTaHoBKB 0,96 MN/XB/KT.

OcHoBHa KiflbKiCTb npenapaty, B cepegHbomy 95 % ao3u, BuBogunacs 3 ceveto (NpubdnnsHo 93 % o3v BUBOAMIOCA NPOTArom 48 rognH). 3 kanom snsoantbes nute 0,3 % fo3u.

KyMynsiTUBHe BUBEEHHA 3 CEYErD NieBeTMpaLieTaMy Ta oro OCHOBHOro mMeTaboniTy cTaHOBMNIO 66 % Ta 24 % Bif [03K1 BiANoBiAHO B nepui 48 roamH. H1upkoBuiA KnipeHc nesetupauetaMmy Ta ucb L057 ctaHoBuTb 0,6 Ta 4,2 MA/XB/KT
BiZANOBIAHO, L0 CBIAYMTL NPO BMBEAEHHS NeBETUPaLeTaMy LLISXOM roMepynspHOT inbTpayii 3 NoAaibLIo peabCcopbLieto Y KaHabLAX i WO OCHOBHWIA MeTabo/MIT TaKOX BUBOAUTLCS LUMISIXOM aKTUBHOIT KaHa/bLIEBOT CekpeLil Ha gogady
[0 rNoMepynsapHOT (inbTpalil. BuBeLeHHS ieBeTMpaLeTaMmy KOpPestoe 3 K/TiPeHCOM KpeaTUHiHY.

MauieHTW NiTHLOrO BIKY.

Y nauieHTiB NiTHBLOTO BiKy Nepiof HaniBeMBeLeHHS 3pocTae Npuban3Ho Ha 40 % (10-11 roguH). Lie nos’sa3aHo 3 NoripLieHHAM YHKLiA HAPOK Y AaHoi nonynauii (4uBe. po3gin «Cnoci6 3acTocyBaHHSA Ta J03U»).

MopyLUeHHS OYHKLIT HUPOK.

Buanmunia 3aranbHuUiA KnipeHc neeBeTupaleTamy Ta MOro OCHOBHOIO MeTaboniTy KOpestoe i3 KNipeHCOM KpeaTWHiHYy. TOMy nauieHTam i3 NMOMIpHUMK Ta TSHKKUMU MNOPYLUEHHAMW (DYHKUIT HUPOK PeKOMeHAYETbCS KOpurysatu
nigTpUMyBanbHYy L060BY [03Y fleBeTMpaLeTaMy BiAMoBILHO A0 KipeHCy KpeaTuHIHY (avB. po3gain «Cnocib 3acToCyBaHHA Ta J031»).

Y nNaui€eHTiB 3 aHypieto y TepMiHa/bHIl cTadii XBOpobM HUPOK nepiof HaniBBMBEAEHHS CTaHOBMB NpubAn3HO 25 Ta 3,1 roAMHK BigNOBIAHO Y Nepiof MK ceaHcaMu fiani3y Ta nig vac moro npoefAeHHs. MpoTarom pakuiinHoro 4-
rOAVHHOrO ceaHcy Aianisy Busogunoca 51 % neesetupateramy.

MMopyLUeHHS OYHKLIT MeYiHKW.

Y nauieHTiB 3 MIErKUM Ta NMOMIPHUM MNOPYLUEHHAM (OYHKUIT NeviHKK BiAMOBIAHMX 3MiH KIpeHCY neBeTMpaleTamy He crnocTepiranocsi. Y OinbLIOCTi MNAaLieHTIB i3 TSKKMM MOPYLLUEHHSAM (PYHKLIT NEYiHKK KNipeHC neseTvpaleTamy
3HMXKYBaBCA BifibL HIXX Ha 50 % yepes CynyTHE NOPYLUEHHS (YHKLIT HUPOK (AMB. po3gin «Cnocib 3aCTOCYBaHHA Ta J03W»).

MepiaTpuyHa nonynsuis.

[iTn Bikom Big 4 [0 12 pokiB.

MMicnsa 3acTocyBaHHS pa3oBoi Ao3un (20 Mr/Kr) y AiTeld, XBopux Ha eninencito (Big 6 Ao 12 pokiB), nepio HaniBBMBEAEHHS NeBeTMpaLeTaMy CTaHOBMB 6 roAnH. Buanmuia kKnipeHc, BiAKOPMIroBaHWii 3 ypaxyBaHHSIM Macu Tifna, 6yB NnprbanMsHo
Ha 30 % BUWLIMM, HDK Yy J0OPOCAMX NauieHTIB 3 eninencieto. Micns NOBTOPHOro MepopanbHOro 3actocyBaHHA (20-60 mr/kr/moby) y xBopux Ha eninencito gitein (Big 4 oo 12 pokiB) neseTupaueTaM BCMOKTYBABCS LWIBUAKO. MiKOBI
KOHUeHTpauii y nnasmi Kposi gocsranucst Yepes 0,5-1 roguHy nicns npuiiomy fo3u. MikoBi KOHLEHTpauiT Ta naowa 30H1 Nij, KPMBOO 3a/1eXKHOCTI KOHLEHTpaLiT Bif Yacy 3pocTanu NiHilHO i 3anexanu Bif aosun. Mepiof HaniBBMBEAEHHSA
CTaHOBMB NPUGAN3HO 5 roAnH; BUAUMUIA 3aranbHuiA KnipeHc — 1,1 mn/xs/Kr.

HemosnsaTa Ta f4iTu BikoM Big 1 micaus 4o 4 pokis.

Micnsa pazoBoi fo3u (20 Mr/Kr) opasnbHOro posyvHy 100 Mr/mn y XBOpux Ha eninencito gitel (Bikom Big 1 micaus Ao 4 pokiB) neBeTmpaL,eTam BCMOKTYBaBCS LUBMUAKO, MiKOBa KOHLEHTPaLif y Nnasmi KPoBi cnocTepiranacs NpubansHo yepes
1 rogmHy nicna npuiiomy [o3n npenapaty. PapMakoKiHETUUHI MOKA3HUKKM CBIigUMAK, L0 Nepiog HaniBBMBeAeHHS 6yB KopoTwum (5,3 roamHun), HiXk y A0pocimnx (7,2 rogmHn), a BUAMMMIA KnipeHc wengwmm (1,5 Mn/xe/Kr), HiX Y
popocnux (0,96 mn/xs/Kr).

Pe3ynbTaTy iHLIOrO NOMYAUIAHONO aHanidy (hapMaKoKiHETMKM, MPOBEAEHOr0 y NaLieHTiB BikOM Big 1 micaus Ao 16 pokis, CBIAYMIN NPO 3HAYHY KOPENsLito Macu Tina 3 BUAMMUM KNipeHCOM (KnipeHC 3pocTaB Mpu 36inbLUeHHI Macy
Tina) Ta BUAYMUM 06’€MOM po3noginy. Bik Takox BrvBas Ha 06vasa napameTpu. Llein ethekT 6yB BifibLL BUPAXKEHWNIA Y HEMOB/IAT MOMOALLOrO BiKY, MPW 3pOCTaHHI 3MeHLLYBaBCA Ta 6yB 3HMKaOUe Ma/IUM Y AiTeil BIKOM 6/113bKO0 4 pOKIB.
[JaHi 060X nonynAauiinHUX papMakoKiHETUYHMX aHani3iB CBIAUMM NP0 3pOCTaHHSA BUAMMOIO K/TipeHcy feseTupatietamy npnéansHo Ha 20 % npy cynyTHbOMY 3aCTOCYBaHHI PEPMEHTIHAYKYOUMNX NMPOTMENINENTUYHUX Npenaparis.

KniHIYHI XapaKTEPUCTUKWN.

Noka3aHHA.

MoHoTepanis (npenapat NepLIoro Bu6opy) Npu NikyBaHHI:

- napuiasibHMX Hanagis i3 BTOPUHHOIO reHepasizalieto abo 6e3 Takoiy fopocnanx I NigniTKiB BIKOM Bif 16 poOKiB, y AKUX BNepLUe AiarHOCTOBaHO EMifencito.

AK fofaTKoBaTepanis npu NikyBaHHi:

- napuianbHMX Hanagis i3 BTOPUHHOK reHepasisaLieto abo 6e3 Takoiy Jopocnnx i AiTei BikoM Bif 1 micaus, XBOPUX Ha eninencito;

- MIOK/OHIYHUX CYIOM Y AOPOCAUX | MIANITKIB BIKOM Bif 12 poKiB, XBOPWX Ha HOBEHI/IbHY MIOK/IOHIYHY eninencito;

- MEePBUHHMX reHepasi3oBaHMX TOHIKO-KNOHIYHMX HanagiB y JOpocanX i NigniTKIB BiKOM Bif 12 pokiB, XBOpWX Ha ifionaTUyHy reHepanizoBaHy eninencito.

MpPOTUMNOKA3aHHS.
MigBuLIeHa YyTAMBICTb 0 NeBeTMpaLeTaMy abo [0 iHLWIMX NOXiAHMX NiponifoHy, a TaKoX [0 6Y/Ab-SKMX OMOMIXXHMUX PEYOBMH Npenapary.

B3aemogisi 3 iHLLIMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.

MpoTwveninenTUYHI NpenapaTun.

MepefpeecTpauiiiHi AaHi, OTpUMaHI y XoA4i KIHIYHWUX JOCNifKeHb, NPOBEAEHMX 3a y4YacTi LOPOC/UX NauieHTIB, BKa3ylOTb Ha Te, L0 fleBeTUpaLeTaM He BM/IMBAE Ha CUMPOBATKOBI KOHLEHTPALi iHLWIMX NPOTUENINeNnTUYHKX NpenapaTis
(theHiTOIH, KapbamaseniH, Ba/bNpPoeBa KUCoTa, peHobapbiTan, NaMOTPULXKNH, rabaneHTUH i NPUMILOH), a BOHU B CBOKO Yepry He BN/IMBatOTb Ha (PapMaKOKIHETUKY NeBeTMpaLieTamy.

BifcyTHi gaHi Woa0 KAiHIYHO 3HaYyLLOT B3aEMOZIT TIKapCbKOro 3acoby Y NauieHTiB AUTAYOro BiKyY, AK i Y AOpOCAnX, SKi oTpuMyBann Ao 60 mMr/kr/goby nesetupaueramy.

PeTpocneKTUBHA OLiHKa (hapMaKOKiHETUYHOT B3aeMOZiT y AiTet i nigniTkis 3 eninencieto (Big 4 fo 17 pokiB) NigTBepAnna, WO AofaTKOBa Tepanis 3 nepopasibHUM 3aCTOCYBaHHAM fieBeTupaLeTaMy He BMnBasa Ha piBHOBaXKHI CPOBATKOBI
KOHLEHTpaL|iT 0HOYaCHO 3aCTOCOBaHMX KapbamaseniHy Ta Banbnpoaty. OfHaK faHi cBigyaTb, WO KNipeHC neBeTupauetamy Ha 20 % BULWLMIA Yy AiTeR, AKi NpuiAMaloTb GepMeHTIHAYKYHOUI NpoTMeNiNenTUYHI 3acobu. Kopekuisi 4o3n He
noTpibHa.

MpobeHeuns.



Mpo6eHeumna (500 Mr 4 pa3u Ha Ao6y) — Npenapar, WO 6/10KY€e CEKPeLLit0 HUPKOBUX KaHasbLiB, MPUIHIYYE HUPKOBWUIA KNipeHC OCHOBHOIO MeTaboniTy, ane He camoro neseTnpaueTamy. OfHaK KOHLEHTpaLil Liboro MeTaboniTy 3a/1MLLatoThCs
HU3bKUMWN.

MeToTpekcaT.

MoBigoOMAANOCS, LLO 0HOYACHE 3aCTOCYBaHHA NeBeTUpaLeTaMy i MeTOTPEKCATY 3HKYE K/TipeHC METOTPEKCaTy, WO Npu3BoAMTb 40 306iNbLUEHHA/NOA0BXEHHS KOHLEHTPALLT METOTPeKcaTy B KPOBi 10 NOTEHLIAHO TOKCUYHUX PiBHIB. PiBHI
MeTOTpeKcaty i fieBeTnpaLeTaMy B KPOBi CNif PeTe/IbHO KOHTPO/KOBATN Y MaLiEHTIB, AKI OTPUMYHOTbL NliKyBaHHA ABOMa npenaparamuy 04HO4aCcHO.

MepopanbHi KOHTpauenTmBM Ta hapMakoKiHe TUYHI B3aEMOAIT 3 IHLWIMMK npenapaTamu.

NeBeTupaueTtam y fo6osiin o3i 1000 Mr He 3MiHIOE hapMaKOKIHETMKY nepopasibHUX NpoTM3annigHuX 3acobiB (ETUHINeCTpadiony i NeBOHOPrecTpeny); eHAOKPUHHI MOKa3HUKK (PiBHI NHOTETHI3YHOUOro ropMOHY Ta NPOrecTepoHy) He
3MiHIOBanncA. JleBeTmpauetam y fo60Bii fo3i 2000 Mr He 3MiHIOE (hapMaKOKIHETUKY AUFOKCUHY Ta BaphapuHy; 3Ha4eHHs NMPOTPOMOGIHOBOr0 Yacy 3aimwanmnca HeaMiHeHUMK. JAMroKCUH, NepopasbHi NpoTu3ansigHi 3acobu i BaphapuH, y
CBOIO Yepry, He BMAMBalOThb Ha (PapMaKOKIHETUKY fieBeTHpaLeTaMy npv 04HOYaCHOMY 3aCTOCYBaHHI.

[MpoHOCHI 3acobu.

B okpemux BMnagKax MosifoOMAANN NPO 3HWKEHHS e(eKTUBHOCTI fieBeTmpaleTamy npu 0gHOYaCHOMY 3aCTOCYBaHHI OCMOTUYHOIO NPOHOCHOMO 3ac06y MaKporosy 3 nepopasbHUM fieBeTupaleTaMoM. ToMy He cAif npuiAmMaTii Makporon
nepopasibHO NPOTArOM OAHIET FTOAMHN O Ta NPOTArOM OAHIET TOAVHK NiCNA NPUIAOMY leBeTUpaLeTamy.

I>ka Ta anKkorofib.

CTyniHb BCMOKTYBaHHS IeBETUPALIETaMy He 3a/1eXMTb Bif 1Ki, ane WBMAKICTb BCMOKTYBaHHS AELLO 3HVKEHa Y pa3i MpuiioMy pa3oMm 3 DKero. Hemae gaHmx Npo B3aEMOAI0 NeBeTMpaLeTamy 3 a/ikoronem.

Oco61MBOCTI 3aCTOCYBAHHA.

HupkoBa HeOCTaTHICTb.

MauieHTy i3 HUPKOBOK HEAOCTATHICTIO MOXYTb NOTPebyBaTN KOPEKLiT 403K NeBeTUpaueTamy. Y nauieHTiB i3 TAHKKUMM NOPYLUEHHAMM NeYiHKOBOT (hYHKLIT PEKOMEHAYETLCA NPOBECTU OLiHKY (PYHKLIT HUPOK A0 NpU3HaYeHHs npenapary
(ams. po3gin «Cnocib 3acToCyBaHHA Ta [03U»).

roCTpe ypa>keHHs HUPOK.

3acTocyBaHHSA fieBeTUpaLeTamy Ay>ke piAKo CynpoBOAXKYBa/IOCA FOCTPUM YpaXKeHHAM HUPOK, Yac A0 BUHUKHEHHS AKOTO KONMBABCA Bif, AeKiNbKOX AHIB A0 AEKibKOX MICALIB.

3aranbHuii aHai3 KpoBi.

Bynu onucaHi pigki BUNAOKM 3HWXEHHS KiNIbKOCTI KMITUH KPOBI (HEMTPONEHis, arpaHynounTos, NerKoneHis, TPOMOOUMUTONEHIA | MaHUMTOMNEHIA) Yy 3B’S3KYy i3 3aCTOCYBaHHAM feBeTupaleTamy, K MpaBunio, Ha noyvaTky NiKyBaHHS.
PeKoMeHAYETbCA NPOBOAMTM NOBHUIA aHai3 KPOBI NaLjieHTaM, Y SKUX CNOCTepiracTbCa 3HauyHa CnabKicTb, rapsyka, peLnanBHi iHeKLii abo NopyLUeHHs 3ropTaHHs KPoBi (AMB. po3ain «Mo6iuHi peakLii»).

Cyiumpa,.

Y nauieHTiB, SKi OTPUMYBaNN NliKyBaHHS NPOTUENiNenTUYHUMKM Npenapatamu (y T. Y. feBeTMpaLeTaMoM), BifzHadanmca Bunagkv cyiumay, cnpob cyiungy, cyiynganbHnx AyMOK Ta noBediHku. MeTaaHani3 pesy/ibTaTiB paHA0Mi30BaHUX
NNaue60-KOHTPOMIbOBaHMX AOCAIAKEHb NPOTMENINENTUYHUX NIKAPCbKMX 3aC00iB NOKasaB fAesike 36iMbLUEHHS PU3MKY BUHUKHEHHS CYTUMAaIbHUX AYMOK Ta NnoBefdiHKK. MexaHi3M BUHUKHEHHS Takoro PU3MKY He BUBYEHWIA. Y 3B’S3KY 3
HasABHICTIO TaKOro pu3uMKy cTaH MNauieHTIiB CNif KOHTPOMOBATY LLOAO O3HaK fenpecii Ta/abo cyiumaanbHUX AYMOK Ta MOBeAiHKM i NpyU HeobXiAHOCTI KopuryBaTu NikyBaHHSA. MauieHTiB (abo IXHiX OMNiKyHIB) cnig nonepeauTy npo
HeoObXiAHICTb NOBIAOMAATI NPO 6y Ab-AKi CUMNTOMM fenpecii Ta/abo cyiunganbHUX JyMOK abo NoBeAiHKM CBOEMY NiKap!Ho.

He3BnyHa abo arpecuBHa nosejiHka.

JeBeTupaueTam MOXe CPUYNUHUTU MCUXOTUYHI CUMNTOMM Ta NOPYLUEHHS NOBEAIHKM, BK/HOYAOUM ApaTiBNMBICTb Ta arpecBHICTb. 3a NawieHTamu, fKi NpuiAMatoTb eBeTupaLieTam, Cnif CnocTepiratv WoAo po3BUTKY MCUXIYHMX O3HAK,
L0 CBifYaTb NPO BaXK/MBI 3MiHW HACTPOKO Ta/abo ocobucTocTi. Mpu NosBi Takoi NOBELIHKM PeKOMEHAYETLCSA afanTyBaTu flikyBaHHA ab0 NOCTYNOBO MOro BiAMIHUTW. Mpu HEO6XIiAHOCTI BigMiHWN NiKyBaHHA AMB. iHOpPMAaLito Yy po3aini
«Cnocib 3acToCyBaHHSA Ta 03U».

aiTn.

HasiBHi faHi Woo nauieHTiB AUTAY0ro BiKy He BKa3ytoTb Ha HasiBHICTb BM/MBY Ha PICT Ta CTaTeBe A03piBaHHA. Afe BigdaneHi HacNiAKW LOAO MOX/IMBOCTE HaBUYaHHS, IHTENEKTY, POCTY, EHAOKPUHHUX (DYHKLiII, CTaTEBOr0 [03PiBaHHS,
PenpPoAyKTUBHOI O NOTEHLiany Yy AiTel He BUBYEHI.

[oNOMI>KHI peyOoBUHN.

Mpenapat MmicTuTb metunnapabeH (E 218) i nponinnapabeH (E 216), WO MOXYTb CNPUYUHATK anepriyHi npossu (MOXIMBO, BIACTPOYEHi). BiH TakoX MICTUTb MaIbTUT PigKWA, TOMY nauieHTaM 3 pigKiCHAMWU CnagKoBUMU
3aXBOPHOBAHHAMM, LLLO MOB’A3aHi 3 HENEePEHOCUMICTHO (DPYKTO3M, 32CTOCYBaHHS LIbOr0 JTIKaPCbKOro 3aC06y NPOTMNOKa3aHo.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHSA rpyaato.

YKiHKM penpoayKTUBHOIO BiKY.

CneuiasibHi peKomeHaLii cnif, HafaTv XiHKaM pPenpofLyKTUBHOTIO BiKy. J1iKyBaHHSA /IeBETMPaLLETaMOM C/lif, NMePErfaHyTH, AKLLO XKIHKA NnaHye BariTHICTb. AK i NPy 3aCTOCYBaHHI BCIX NPOTMENINENTUYHUX 3aC06IB CNif YHUKaTU panToBol
BiAMiHM NeBeTUpaLeTaMy, OCKI/IbKM Lie MOXKe NPU3BECTM A0 Hanagy CyAoM, Lo MOXE MaTu CePMO3HI HACNiAKM ANs XIHKN Ta HeHapoaKEHOT AUTUHI. 3a MOXK/IMBOCTI CNif BigAaBaTn nepeBary MOHoTepanii, OCKi/IbKW NliKyBaHHS AeKiflbKomMa
MPOTUENINENTUYHMMI 3aC06aMM MOXKE BYTW MOB’A3aHe 3 BULLIMM PU3NKOM BPOIXKEHMNX Baj, HIXK NMPpK 3aCTOCYBaHHI MOHOTepanii, 3a/1eXKHo Bif KOMOiHaL i1 npenaparis.

BariTHicTb.

Benuka KifbKiCTb MOCTMapKETUHIOBUX AaHWX, OAePXKaHWX Bif, BariTHMX XIHOK, fIKi 3aCTOCOBYBaM fieBeTmpaueTam (noHas 1800 xiHoK, cepef skux 1500 »iHOK 3acTOCOBYBa/M npenapar npoTaroM 1-ro TpUMecTpy), He CBIfYUTL MPo
MiBULLEHUIA PU3UK 3HAYHUX BPOPKEHMX Baf. ICHYE TiIbKM 0GMEXeHa KiNbKiCTb JaHUX MpO PO3BUTOK HEPBOBOI CUCTEMW AiTeid, sKi 3a3Hanu BR/IMBY MoHoTepanii npenapatom Kennpa® in utero. OgHak icHytoui enigemMionoriui
pocnimkeHHs (6nm3bko 100 giTei) He ceigyaTb NPO NiABWLLEHWIA PU3UK PO3N1afiB abo 3aTPUMKIN PO3BUTKY HEPBOBOI CUCTeMU. JleBeTupaLleTaM MOXKHa 3aCTOCOBYBATW MPOTArOM BariTHOCTI, SIKLLO MiCNs PeTesibHOT OLIHKM Lie BBAXXAETHCA
KMiHIYHO HeOOXiAHUM. Y TakoMy pasi peKOMEeHAYETbCA 3aCTOCOBYBATU HAHKYY e(ieKTUBHY 03Y.

®i3i0N0rivyHi 3MiHW Nif Yac BariTHOCTI MOXYTb BMNMBATY Ha KOHLIEHTpaLito neBeTupauetamy. Mig yac BariTHOCTI CNOCTepPiraiocs 3HWKEHHS KOHLEHTpaL i neeTupaleTaMy B niasmi KpoBi. Lie 3HMKeHHS 6inbLU BUPaXKEHe Yy TPETbOMY
TpuMecTpi (0 60 % BMXiAHOT KOHLEHTpaUiT nepes BariTHICTIO). BariTHUM XiHKaMm, SiKi OTPUMYHOTb NiKyBaHHS NeBETUPaLLETaAMOM, C/lif, 3a6e3neUnT HaNeXXHUA KNiHIYHWIA CynpoBi.

["oflyBaHHA TPy AaHo.

JeBeTupaueTam NPOHUKAE Y rpyaHe MOJIOKO MOANHW. TOMY roflyBaHHA rpyaato He pekoMeHoBaHe. OfjHaK fKLLO fieBeTpaLeTaM HeobXigHO 3aCTOCOBYBATW Y Mepiof rogyBaHHSA rpyALto, Cif 3BaXUTU KOPUCTb Ta PU3UKK NiKyBaHHA Ta




BaXX/MBICTb rofyBaHHA rpyaato.
Bnavne Ha penpoayKTUBHY YHKLLO.
He BMABNEHO BN/IMBY Ha PENPOLYKTUBHY (DYHKLKO Y LOCNIKEHHAX Ha TBapUHAX. MOTEHLUiAHNIA pU3KNK ANA KOAUHN HEBILOMUIA, OCKISIbKW HEMAE JOCTYMHUX KNIHIYHUX JaHUX.

34aTHICTb BNAMBAT Ha WUBMAKICTb peakLii Npy KepyBaHHi aBTOTPaAHCNOPTOM abo iHLIMMKU MeXaHi3mamu.

JleBeTupaveTam He3Ha4YHO abo NMOMIPHO BM/IMBAE Ha 3[4aTHICTb KepyBaTy aBTOTPAHCMOPTOM Ta NpawoBaTh 3 iHWKMMK MexaHi3mamu. Yepes MOX/IMBY IHAMBIAYaAIbHY YYTAMUBICTb AesKi NALIEHTU MOXYTb Big4yBaTV COH/IMBICTb ab0 IHLUI
CUMMTOMMW, NOB’S3aHi 3 BM/IMBOM Ha LieHTpa/lbHYy HEPBOBY CUCTEMY, 0CO6/IMBO Ha NoYaTKy NiKyBaHHS abo Y npoueci 36i/bleHHs 031, ToOMY TaKUM nauieHTam chifg 6yT 06epexXHMM NPy 3aHATTI AiSNbHICTIO, WO NoTpedye NiaBuLeHoT
KOHLeHTpauiT yBaru, Hanpuknag npy kepyBaHHi aBTOM06ifiemM abo poboTi 3 iHWKNMK MexaHi3Mamu. [MalieHTaM peKOMeHAY€ETLCA YTPMMYBATUCS Bif, KepyBaHHA aBTOTPaHCNOPTHUMM 3aco6amMu Ta Po60THY 3 IHLUNMMK MexaHi3Mamn 0T, JOKM
He Oy/ie BCTaHOBNEHO, LU0 TXHA 34aTHICTb 3aiMaTCS TaKO AiSNIbHICTIO He MOopyLUeHa.

Cniocib 3acTocyBaHHA Ta [03Mu.

Mpenapart 3aCTOCOBYBATW BHYTPILLHLO, HE3U1IEXHO Bif NPUIAOMY DKi. PO3UMH OpasibHWIn MOXKHA NPUAMAaTK NicNs po3BeAeHHS Y CKNAHLI BOAM abo NAsLWLi Ana rogyBaHHA.IMicns nepopanbHOro 3aCTOCyBaHHA MOXeE Bif4yBaTUCS TipKUiA
nprcMak fiesetmpaseramy.

MoHoTepanis

Mlopocni Ta nigniTKu BikoM Bif, 16 pokiB

MoHoTepanito y gopocnux i nigniTkis BikoM Bif 16 poKiB peKOMeH0BaHO NMoYMHATA 3 403K 500 mr/goby (no 250 mr 2 pa3n Ha f00Y). Yepes 2 TUXKHI 403y MOXKHA 30iNbLLINTI [0 NOYATKOBOT TepaneBTuyHoT — 1000 mr/go6y (no 500
Mr 2 pa3v Ha fo0y). Jani 103y MOXKHa 36i/bLlyBaTh Ha 250 Mr ABiYi Ha 406y KOXHI Ba TVXKHI 3a/1eXXHO Bif KNiHIYHOI BignoBsigi. MakcumanbHa go6osa fo3a ctaHoBuTb 3000 mMr/goby (no 1500 Mr 2 pasu Ha Jo6y).

[iTn Ta nigniTKy BikoM A0 16 poKiB

Be3sneka Ta e(heKTUBHICTb 3acTOCYBaHHs npenapaty Kennpa® sk MoHoTepanii gitam i migniTkam 4o 16 poKiB He BCTaHOB/IEH.

[aHi BiCyTHI.

[ofaTKoBa Tepanis

JNikap NoBMHeH NPU3HaYMTK HabiNbLL BiAMOBIAHY NiKapCbKy POpMY, CNOCi6 3aCTOCYBaHHA Ta KiflbKiCTb NPUIAOMIB NpenapaTy 3a/1eXHo Bif BiKy, Macu Tifna Ta Jo3u.

Lopocni (= 18 pokis) Ta nigniTku (12-17 pokis) 3 macoto Tina sig 50 Kr

MoyaTKoBa TepaneBTUYHa f03a CTaHOBUTL 1000 mr/ao6y (no 500 Mr 2 pasu Ha f006Y). 3 i€l 4031 MOXKHA NOYMHATM Y NEepLUWA feHb NiKyBaHHS.

3anexHo Bif KNiHIYHOT BigNOBIAI Ta NepeHOCMMOCTI 060BY 403y MOXHA 36inbLwmnT Ao 3000 mr/ao6y (1500 mr 2 pa3u Ha fo6Y). [103y MoXHa 36inbLuyBaTh Yn 3meHwyBsaTn Ha 1000 mr/go6y (500 Mr 2 pasu Ha A0o6Yy) KOXHI 2—4 TUXHI.
HemosnsaTa Bikom 6-23 micsaui, aiTu (2-11 pokis) Ta nigniTku (12—-17 pokis) 3 Macor Tina MeHwwe 50 Kr

MoyaTkoBa TepaneBTUYHa f03a CTaHOBUTL 10 MI/Kr ABidi Ha 006y .

3anexHo Bif KNiHIYHOT BiAMOBIAI Ta MEPEHOCUMOCTI 03y MOXHa 36inblyBaTy o 30 Mr/Kr Agidi Ha fo6y. [Jo3y He MOXHa 36i/bLUyBaTV YM 3MeHLLYBaTK Ginblue HidXX Ha 10 mMr/Kr 4Bidi Ha 00y KOXHI ABa TV KHI. Cnif 3aCTOCOBYBaTU
HalMeHLLY e(heKTUBHY [03Y.

[iTam 3 macoto Tina 50 Kr Ta 6ifbLue 3aCTOCOBYBaTKM Ti caMi 03U, WO i OPOC/IUM.

Tabnuus 1
PeKomeHA0BaHi 4031 419 HEMOB/IST BIKOM Bif, 6 MicsuiB, AiTei Ta NigniTkis
Maca Tina MouaTkoBa Ao3a — 10 mr/kr MakcmmarnbHa fo3a — 30 Mr/Kr
[Bidi Ha 100y [Bidi Ha 00y
6 kr(1) 60 mr (0,6 mn1) ABiui Ha go6y 180 wmr (1,8 mn) ABiui Ha go6y
10 kr(1) 100 mr (1 mn) gBiyi Ha foby 300 mr (3 mn) asivi Ha goby
15 kr(1) 150 mr (1,5 mn) ggidi Ha 450 mr (4,5 mn) ABivi Ha fo6y
06y
20 kr(D) 200 mr (2 mn) ABidi Ha 06y 600 mr (6 Mn) ABidi Ha f06Y
25 Kr 250 mr aBidi Ha fo6y 750 mr aBidi Ha fo6y
Big 50 kr(2) 500 mr agivi Ha 06y 1500 mr ABidi Ha no6y

(D Aitam 3 macoto Tina 25 Kr abo MeHLLe NikyBaHHs cnif, posnoyatu npenapatom Kennpa®, 100 Mr/mi, po3unHOM OpasbHUM.
(@ fiTam 3 macoto Tina 50 Kr Ta 6GinbLue 3aCTOCOBYBATY Ti CaMi A03K, LLO i AOPOCANM.

HemoBnsTa Bikom Big 1 0 < 6 micAuiB

MoyaTKoBa TepaneBTUYHa [03a CTAaHOBUTL 7 MI/KI ABidi Ha 00y.

3anexxHo Bif KNiHIYHOI BIigNOBIAI Ta NEPeHOCMMOCTI 403y MOXHa 36iblwyBaTn A0 21 Mr/Kr Agidi Ha fo0y. [l03y He MOXHa 36i/bLUyBaTV Y/ 3MEHLLYBATH BiflbLUe HDK Ha 7 MI/Kr ABidi Ha 00y KOXHI ABa TvxkHI. Cnif 3acToCcoByBaTU
HalMeHLy etheKTUBHY [03Y.

HemoBnsiTam nikyBaHHsi cnif, posnoyati npenapatom Kennpa®, 100 Mr/Mn, po34MHOM OpasibHUM.

Tabnuud 2
[031, pekoMeH0BaHi 414 HeMOBAAT BIKOM Bif 1 40 6 micauiB
Maca Tina MoyaTtkoBa fo3a — 7 Mr/Kr MakcmmarbHa fo3a — 21 Mr/kr
ABiYi Ha 06y ABidi Ha 106y

4 kr 28 mr (0,3 mn) agivi Ha o6y 84 wr (0,85 mn) Aivi Ha fo6y




5kr

35 mr (0,35 mn) ABivi Ha foby

105 wmr (1,05 mn) aBivi Ha foby

7 Kr

49 wmr (0,5 mn) agivi Ha 106y

147 wmr (1,5 mn) agidi Ha 106y

OcobnuBiI rpynn NALIEHTIB

MauieHTV NiTHLOrO BiKy (= 65 pokiB)

Kopekuis 1031 nawieHTam NiTHbOro BiKy HeobXifHa TifIbKN Y pa3i NopyLUeHHS PYHKLIT HAPOK (AMB. po34in «auieHTn 3 MOPYLLUEHHAM (DYHKLIT HUPOK» HUXKYeE).

MauieHTN 3 NopyLUEHHAM OYHKLIT HUPOK
[060BY 03y neseTupaLeTamy Heob6XigHO Migdmpaty iHAUBIAYabHO.

Jopocnm nauieHTam 403y npenapaTy CNif KOpUryBaTu, AK nokasaHo y Tabnuui 3 Hk4ye. s KopUryBaHHs [03v He0OXiAHO BU3HAUMUTM KipeHC KpeaTuHIHY nauieHTa (KK) y mn/xs.
Y popocnux Ta nigniTkie 3 Macoto Tina 50 Kr Ta 6inbwe KK B M/XB MOXXHa po3paxyBaTy 3a PiBHEM KpeaTuHIHY Yy cupoBatLi KpoBi (Mr/an) 3a Takok opmy oko:

[140 — BiK (y pokax)] x maca Tina (Kr)
KK (MN/XB) = ==n=mmmmmemm e oo x 0,85 (Ans XiHOK).
72 X KpeaTWHIH CMpOBaTKM KpoBi (Mr/an)

MoTim KK ckopurysatu BignosigHo Ao nsowyi nosepxHi tina (MMT), AK nokasaHo gani:

KK (MN/XB/1,73M2) = =-=mnmmmmmmmmmmmem e eeeee x1,73.

KK (mn/xB)

MNNT nauieHTa (M2)

PekomMeHaLii LLIOAO KOPEKLIT 4031 Ans JOPOCAUX NauieHTIB Ta NigAITKIB 3 Macoto Tifa 50 Kr Ta 6i/ibLue i3 MopYLUeHHAM (YHKLIT HUPOK

CTyniHb TAKKOCTI HUPKOBOT KnipeHc PeXXum o3yBaHHS
HeloCTaTHOCTI KpeaTuHiHy, (Mn
IxB/1,73 M2)
on
HopmasnbHa (hyHKList HUPOK = Bif; 500 40 1500 Mr 2 pasu Ha o6y
EN_70Q

Nerknin cTyniHb

Big 500 go 1000 mr 2 pas3u Ha foby

CepefHii cTyniHb
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Bif 250 go 750 mr 2 pa3n Ha 106y

TSKKWIA CTYNiHb

U

Bif 250 go 500 mr 2 pa3n Ha o6y

TepMiHanbHa cTagisa (NauieHTn, aKi
nepe6yBatoThb Ha fianisi(l))

Bif 500 10 1000 mr 1 pa3 Ha f06y(2)

(DY neplunit feHb nikyBaHHS PEKOMEH/YETLCA 3aCTOCYBATY HaBaHTaXyBaslbHYy [03Y NeseTupaleTamy 750 Mr.
(ANicna pianisy peKOMeHAYETLCS 3aCTOCYBaTH 40AaTKOBY 403y 250-500 Mr.

Tabnuus 3

[nsa [iteid 3 HUPKOBOK HeAOCTATHICTHO [03Yy NeBeTMpaleTamy HeobXifHO KOPWUryBaTW BiAMOBIAHO A0 HUPKOBOI (OYHKLIT, OCKINIbKW KNipeHC neseTupaleTamy MoB’si3aHU 3 HUPKOBOK (hyHKLiet0. Lia pekomeHaauis I'pyHTYETbCA Ha
[OCMIIKEHHI 33 yYacTHO JOPOC/NX NALEHTIB 3 MOPYLUEHHAM HUPKOBOT (DYHKLIT.

[na nignitkis, gitei Ta HemosnAaT KK y Mn/xe/1,73 M2 MOXHa po3paxyBaTii 3a PiBHEM KpeaTUHIHY Yy cupoBaTtyi (Mr/gn), 3acTocoBYouM Taky dopmyny (bopmyna LLBapua):

KK (MN/XB/1,73 M2) = mmmmmmmmmmmm oo
KpeaTuHIH CUpPOoBaTKM KPOBi (

3picT (cm) x ks

Y [AOHOLLEHNX HEMOBAAT BiKOM A0 1 poky ks = 0,45; y aiTeli Bikom go 13 pokiB Ta nignitkis-gisyatok ks = 0,55; y nignitkis-xnonuis ks=0,7.

PekomMeHAaLii LLLOAO KOPEKLLT 1031 Ans HEMOBAAT, AiTel Ta NigNiTKiB 3 Macoto Tina meHwwe 50 Kr i3 NOpYLLUEHHAM YHKLT HUPOK

| CTyniHb TsOKKOCTI | Knipec

J03a Ta YacToTa 3acTocyBaHHs(1)

HWPKOBOT HeJOCTaTHOCTI  KpeaTuHiHY (MN/XB

/1,73 M2)

Tabnuus 4



HemosnsTa BikoM Big 1 HemoBnsTa BikoM Bif 6 40 23
[0 < 6 micauis micAliB, 4iTK Ta NIANITKX 3 Macoto
Tina meHwwe 50 Kr
HopmasnbHa gyHKUis 7-21 mr/kr 10-30 mr/kr (0,1-0,3 mn/kr) ggivi
HUPOK > 80 (0,07-0,21 mn/kr) ggivi | Ha foby
Ha goby
Jerkuid cTyniHb 7-14 mr/kr 10-20 mr/kr (0,1-0,2 mn/kr) ggidi
50-79 (0,07-0,14 mn/kr) gBivi | Ha goby
Ha foby
CepefHiii CTyniHb 3,5-10,5 mr/kr 5-15 mr/kr (0,05-0,15 mn/kr)
30-49 (0,035-0,105 mn/kr) ABiYi Ha 06y
ABiYi Ha 106y
TAKKWIA CTYNiHb 3,5-7 mr/kr 5-10 mr/kr (0,05-0,1 mn/kr) ggivi
<30 (0,035-0,07 mn/kr) Ha 00y
ABIYi Ha 06y
TepMiHasibHa cTagisa 7-14 mr/kr 10-20 mr/kr (0,1-0,2 mn/kr) oguH
(nauieHTn, AKi (0,07-0,14 mn/kr) ofuH | pas3 Ha goby () (3)
nepebyBatoTb Ha Aianisi) - pas
Ha fo6y (2) (4)

(D) Ons posysaHHs 40 250 Mr, Ans [03, He KpaTHUX 250 Mr, KONW PeKOMEH/I0BaHe 103yBaHHsA HEMOX/IMBO OTPUMATU NMPUIAOMOM [EKiNbKOX TabneToK, a TaKoX 18 NaL[ieHTiB, AKi He MOXYTb NMPOKOBTHYTM TabNETKU, C/lif 3aCTOCOBYBATY
npenapat Kennpa®, po3unH opanbHuii.

(2Y nepLumit fieHb NiKyBaHHs PEKOMEHYETLCS 3aCTOCYBATU HaBaHTaXKyBa/bHY 403y feseTupateTamy 10,5 mr/kr (0,105 MA/Kr).

(Y nepLuwii feHb NiKyBaHHSA PEKOMEHYETCA 3aCTOCYBATY HaBaHTaXXYBa/bHY 03y feBeTupatietamy 15 mr/kr (0,15 mMa/kr).

(4) Micnsa gianisy pekoMeHayeTbCA 3aCTOCYBATY 0AATKOBY 03y 3,57 Mr/kr (0,035-0,07 ma/kr).

®) Micna gianisy peKoMeHAYETLCA 3aCTOCYBATY A0AATKOBY 03y 510 Mr/kr (0,05-0,1 MA/Kr).

MayieH TN 3 NOPYLUEHHAM (PYHKLIT NeYiHKK
KopekLuis fo3u He NoTpibHa AN NawieHTIiB 3i CNabKMm Ta MOMipHUM NMopyLUeHHAM (YHKLIT NeYiHKK. Y nNauieHTIB i3 THKKUMU NopyLUeHHAMM QYHKLUIT NeYiHKK KNipeHC KpeaTuHIHY MOXKe He NMOBHOK MipOto BifobpaxkaTu CTyMNiHb HUPKOBOT
HefocTaTHOCTI. ToMy nauieHTaMm i3 KNipeHCOM KpeaTuHIHY < 60 Mn/xB/1,73m2 106OBY MiATPUMYBa/bHY 403y PEKOMEH0BAHO 3MEHLLMTU Ha 50 %.
aiTn
Jlikap NOBMHEH Npu3HaYaTy HalbinbLL BigNOBIAHY NiKapcbKy (opMy, A03yBaHHS i (hOPMY BUMYCKY 3a/1€XHO Bif BiKy, Macu Tina i Ao3su.
HeMmoBnsTam Ta [iTAM BiKOM 0 6 pokiB 6akaHo 3acTocoByBaTy npenapat Kennpa® y dopmi po3unHy opanbHoro. KpiM Toro, HasiBHi 103yBaHHs TabNeTOK He MiAXoAsaTh As MOYaTKOBOrO NiKyBaHHA AiTeld 3 Macoto Tina go 25 Kr, Ans
nawieHTiB, AIKi He MOXXYTb NPOKOBTHYTYV TabNETKM, a60 A8 3aCTOCYBaHHSA 03 40 250 Mr. Y UuX BUNaAKax Cif 3acTocoBysaTu npenapat Kennpa® y opmi po3umnHy opanbHoro.
MeTof 3aCTOCyBaHHSA PO34MHY OPa/IbHOrO
[l03yBaHHA 34iICHIOBATY 3a LOMOMOr0H MIPHOI0 LINPULA, L0 AOAAETHCS B YMaKOBL.
LLInpmuy HOMiHaNbHOT EMKOCTI:

10 mn (Bignosigae 1000 Mr neBeTupateTamy) 3 LiHoto noginku 0,25 mn (Bignosigae 25 Mr) — ans Aiteid Bikom Bif, 4 pokiB, NigNiTKiB i JOPOCNKX;

3 mn (Bignosigae 300 Mr neeeTupaleTamy) 3 LiHoto nodinku 0,1 mn (Bignosigae 10 Mr) — Ans HEMOBAAT i AiTeld MONOALLIONO BiKY Bif 6 MicAUiB A0 < 4 POKiB;

1 mn (Bignosigae 100 mMr neseTupateTamy) 3 LiHoto noginku 0,05 mn (Bignosigae 5 mr) — Ans HeMOBNAT BiKOM Big 1 10 < 6 MicALiB.
BiaMipsaHy [03y pO3BOAUTU Y CKISHLI BOAM abo B NAALWILI ANS FO4YBaHHS.
[03yBaHHA pPO34MHY 33 ONOMOIOK MipHOIO LNpuua:

BIAKPUTN (DNaKOH, HATUCHYBLUW Ha KOBMAYOK i MOBEPHYBLUW MOro NPOTH roAMHHUKOBOT CTPINKKM (puc. 1);

:
L

vy

BIZJOKPEMUTU NepexiaHMK Bia wnpuua (puc. 2); BCTaBUTU NepexigHMK Y WNIAKY nakoHa  (puc. 3). MNMepekoHaTUCA B TOMY, LLIO BiH HaAiiHO 3aKPinneHwii;
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BCTaBUTW LLNPWL, Y BIAKPUTUIA nepexigHuK (puc. 4); nepeBepHyTH (hnakoH AHOM goropu (puc. 5);

HabpaTu y NP1, HEBENMKY KIiNIbKICTb PO3UYNHY, NOTAMHYBLUM NOPLUEHb BHU3 (pyc. 5A), NOTIM HATUCHYTW Ha MOpPLUEHb, W06 BUAannTn 6yab-saKi bynbbatuku (puc. 5B);
HaNoOBHUTY LUNPUL, PO3YUHOM, MOTArHYBLUM MOPLUEHb A0 BiAMITKM, LLO BiANOBIAAE HEOOXIAHIN KisIbKOCTI pO34nHY Y MinifiTpax (M), npusHadveHin nikapem (puc. 5C);

nepeBepHYTU PIaKoH AHOM A0HM3Y (puc. 6A). BUAHATK Wwinpuy, 3 nepexigHuka (puc. 6B);

® A ® B
]

=)

BBECTV BMICT LLNPMLA Y CKNSIHKY 3 BOLOH ab60 NAALLKY A/ roAyBaHHS, MPUTUCHYBLUM NOPLLEHb A0 AHA Wwnpuua (puc. 7);
P

@ .f’:'__

BUMUTK MOBHICTIO BMICT CKNAHKW/MNALLKM NS TOLYBaHHS;
+ 3aKPUTK p1IaKOH NNaCTUKOBUM KOBMAYKOM;
NPOMUTU WNpUL, BoAoto (puc. 8).
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MpUNYHEHHSA NiKYBaHHS

Y pasi Heo6XiAHOCTI BiAMiHN NiKyBaHHSA NPUNUHEHHSA NPUIAOMY NleBeTMpaLeTaMy peKOMeHAYETbCA NPOBOAMTY NOCTYNOBO (Hanpukiag, AOPOCIMM Ta NigniTkam 3 Macoto Tina Big 50 Kr 3ameHWwyBaTy Ao3y Ha 500 mMr ABidi Ha 400y KOXHI
2—4 TWXKHI; HEMOBNATaM BiKOM Bij, 6 MicALiB, 4ITAM Ta NigniTKam 3 Macoto Tina meHwe 50 Kr c/iig 3MeHLlyBaTn 403y He 6inblie HiXK Ha 10 Mr/Kr ABidi Ha 0Oy KOXHI ABa TWXKHI; HEMOB/IATaM BIKOM [0 6 MicALIB J03Y C/ij 3MeHLLYBaTh He




OiNbLUe HX Ha 7 MI/KI Bidi Ha [O0Y KOXHI ABa TUXKHI).

aiTn.

Mpenapat Kennpa®, po3unMH Ans opanbHOro 3acTOCYBAaHHS, MOXHa Npu3HadaTh AiTam Bikom Bif 1 micsus. flikap NpoBoAWTb MigGip oNTUManbHOT NiKapcbKol opmMu, Cuan Ail 3aneXHo Bif BiKy, Macu Tina Ta go3u. MNpenapat He
PEeKOMEH/0BaHWIA N 3aCTOCYBaHHA AiTAM BiKOM 40 1 micAus Y 3B’A3KY 3 BIACYTHICTIO AaHMX LLOAO 6e3nekn Ta etheKTMBHOCTI TaKoro 3acTocyBaHHs. Heo6XigHO MaTu Ha yBasi, L0 He MOXKHa 3aCTOCOBYBaATM npenapaT y (opmi TabneTok
A1 NOYaTKOBOI0 NiKyBaHHA AiTeil 3 Macoto Tifa Hk4e 25 Kr y pasi NpM3HaYeHHs BUCOKUX [03; nauieHTaM, SKi He MOXYTb KOBTaTW TabMeTKW; ANa 3aCTOCYBaHHA y A03ax, HkYe 250 Mr; y Takux BUNagKax HeobxifHO 3aCTOCOBYyBaTH y
(hopMmi po3UMHY A1 NepopasIbHON0 3aCTOCYBaHHS.
Be3neka 3acTocyBaHHs npenaparty K MOHOTepanii 4na Aiteid Ta NigniTKiB BIKOM 40 16 poKiB He BCTaHOB/EHa.

Nepeno3yBaHHS.
CumnTOoMMU.

Mpw nepefo3yBaHHi Npenapaty Kennpa® cnoctepiranncs COHNMBICTb, 36YIKEHHS, arpecisi, MPUrHIYEHHS AUXaHHSA, NPUTHIYEHHS CBiZOMOCTi, KOMa.

NikyBaHHs.

Y pasi rocTporo nepeao3yBaHHS He06XigHO NPOMUTU LLNYHOK abo BUKAMKATK 61toBaHHS. CneumndgiyHoro aHTnaoTa neBeTupateTamy Hemae. Mpy HeO6XiAHOCTI NPOBOANTIN CUMNTOMATMYHE NliKYBaHHS, Y T. Y. 3 BUKOPUCTaHHAM remogianisy
(suBoguTLCA 60 % neseTnpaueTamy Ta 74 % OCHOBHOr0O MeTabonity).

Mo6iuHI peakuii.

HaliuacTiwwe noBigomnsnocs Npo Taki No6iYHi peakuii, K Ha30(apUHTiT, COHMMBICTb, FONOBHUIA 6iflb, NiABMLLEHA BTOM/IOBAHICTb i 3anaMopoYeHHs. Mpodinb No6IYHUX ABULL, LLLO HABOAUTBLCSH, IPYHTYETLCS Ha y3ara/ibHIOKUYOMY aHani3i
[aHNX nniauebo-KOHTPONbOBaHMX KIHIYHUX BUMPOOYBaHb, Y AKUX 3araioM B3siM yyacTb 3416 nmauieHTiB, fKi OTpuMmyBain nesetupaueTtam. Lli gaHi JOMOBHIOKOTHCA BMKOPUCTaHHAM fieBeTUpaueTamy Yy BIAMOBIAHMX PO3LLMPEHMX
BIAKPUTMX JOCNIMKEHHSX, a TaKOX NOCTMapPKETUHIOBMM A0CBigoM. [podinb 6e3nekun neseTnpaleTaMy, K NpaBuIo, CXOXMIA Y pisHMX BiKOBMX rpynax (4opocni i AiTv) Npu 3acToCyBaHHI 3a Pi3HUMM BCTAHOBNEHNMMW NOKa3aHHAMMW Npu

eninencir.

Mo6iyHI peakLii, Npo AKi NOBILOMNANOCS Y KAIHIYHUX JOCNIIKEHHAX (CTOCOBHO AOPOCAMX, NIANITKIB, AiTel | HEMOBNAT BiKOM Bif 1 micAus) i NpoTAroM NOCTMapKETUHIOBOMO Mnepiofy, nepepaxoBaHi B HACTYMNHI TabnuLi 3a Knacamu

CUCTEM OpPraHiB 3 BU3HAYEHHAM TXHbOT YacTOTW. YacToTa BU3HAYaETbCA TaKUM YMHOM: AyXe YacTo (= 1/10), yacTo (= 1/100 o < 1/10), HeyacTo (= 1/1000 o < 1/100), pigko (= /10000 go < 1/1000) i ay»xe pigko (< 1/10000).

1acu cuctem opraHis 3a MedDRA

YacToTa No6ivyHUX peakLili

[y>Ke 4acTo 4acTo HeYacTo pifKo
(= Y10) (= /100 po < 1/10) (= /1000 po < 1/100) (= 1/20000 zo < 1/2000)
hekuii Ta iHBa3ii HazodapuHrit [HeKuiT
331aaM 3 OOKYy KpoBi Ta NiMaTUYHOT TpombouuToneHis, HeiTponeHis, naHUMTONeHis,
CTEMU NenKoneHis arpaHyiouunTos

)3M1a41 3 6OKY IMYHHOI cuCTeMU

Peakuis Ha nikapcbkuii 3acib 3 eo3uHoiNield Ta CUCTEMHUMM
cumntoMamn (DRESS-cMHApOMm), rinepyyTimBiCTb (BK/IKOUAKOUN
aHriOHeBPOTUYHUIA HAOPSK | aHaiNakcito)

)3M1a41 XapyyBaHHSA Ta 06MiHY peyoBUH

AHopekcis

30iMbLLUEHHA Macu Tina, 3MEHLLUEHHS Macu
Tina

inoHaTpiemis

CUXIYHI po3/1aam

[Jenpecis, BOpoXicTb/
arpecuBHiICTb,
TPUBOXHICTb, 6E3COHHS,
HepPBO3HICTb/
ApaTiBMBICTb

Cnpo6u camory6cTaa,

cyiumngansHi 4yMKM,

MCUXOTUYHI PO3nagu,

aHOMaJ/lbHa MoBefiHKa,

rastoyuHauii, ris,

CNJIyTaHICTb CBiOMOCTI,

NaHiyHi aTaku, emouiiHa nabinbHiCcTb/
3MIHW HacTpPOtO, 36YPKEHHS

Cyiuna, poznagm 0cobucTocTi, aHOMas/lbHe MUCTIEHHS, AeNipil

)3n1a41 3 60Ky HEPBOBOI CUCTEMM

COHNMBICTD,
rO/IOBHUI Biflb

Cynomu, NopyLUeHHs
piBHOBAru, 3anaMopPOYeHHs,
netaprisi, Tpemop

AMHesiq, NOpyLUeHHs naMm’aTi, arakcis,
MOpYyLUEHHS KOOpAMHaLiT,
napecTesis, po3nagn ysaru

[inepkiHesisl, AWMCKiIHE3id, XOpeoaTeTo3, MOPYLUEHHA XOaMu,
eHueanonaris

)3Nnafun 3 60Ky opraHis 30py

Aunnnonis, po3mMnUTICTb 30py

)3M1a/in 3 6OKY OpraHiB ciyxy Ta Bepturo
BHOBArm
)3MaN 3 BOKY OpraHiB AUXaHHs, rpyAHol Kawenb

ITKN Ta CEPefoCTIHHSA

|NYHKOBO-KMLLIKOBI PO3n1aam

[Oiapes, gucnencis, Hy[oTa,
6Nt0BaHHS, 6i/b Y XKMBOTI

MaHkpeaTnT

Tabnmus 5



natobiniapHi posnagu

BigxuneHHsa Big  Hopmu
MeviHKOBKX Npo6

pe3ynbTaTiB

"enatuT, Ne4iHKoBa HeAOCTATHICTb

)3Nnafn 3 6OKY HUPOK | CEHOBUAIMLHOT
cTEMU

[oCTpe ypaXKeHHs HUPOK

)3nafun 3 60Ky LUKipW Ta NigLWKipHOT
ITKOBMHM

BucunaHHA

Ek3ema, cBepbixX, anonewis

TOKCUYHWIA enigepManbHUA  Hekponi3, cuHapom CTiBeHca —
[DKOHCOHa, MybTUOPMHa epuTeEMa

)3M13i1 3 BOKY CKeneTHOT MyCKynaTypu Ta
0/1YYHOT TKAHVHK

Mianris, m’s130Ba cnaoKicTb

Pabsomioni3 i NiABULLEHHS PiIBHA KPeaTUH(OCHOKIHA3M B KPOBI*

rasibHi po3naam

ACTEHISI/CTOM/IOBaHICTb

)aBMW,  OTPYEHHS  Ta  MpoueaypHi
KNagHeHHs

TpaBmun

* [TOLIMPEHICTb 3HAYYLLO BULLA Y AMNOHLIB NOPIBHAHO 3 NaLieHTaMu He ANOHCbKOr0 MOXOMXKEHHS.

Onunc oKpeMux NoBIYHNX peakLii.

Pu13nK aHOpeKcCii 3pocTae Npy 0f4HOYaCHOMY 3aCTOCYBaHHI fieBeTUpaLeTamy 3 Tonipamatom. Mpu npossax anonewii y Aeskux Bunagkax Bif3Hayanocs BigHOBNEHHSA BOIOCAHOIO NOKPUBY MiCNS MPUMNMHEHHSA 3aCTOCYBaHHA NieBeTMpaLeTamy.
Mpy NposiBax NaHUMTOMEHIT Y AeAKUX BUNALKaxX CrOCTEPiraiocs NPUrHiYeHHA KiCTKOBOrO MO3KY.

Bunazaku eHuedanonatii 38M4aiiHO BUHMKaIM Ha NOYaTKY NiKyBaHHS (Bij AeKiNIbKOX AHIB [0 KiIbKOX MicALiB) i 6y 060POTHUMM MICAS NPUNUHEHHS NTIKYBaHHS.

aiTn.

3arasiom 190 nauieHTiB BiKOM Bif 1 Micsus 0 4 poKiB OTpUMYBav NiKyBaHHS NeBETUPaLLETaAMOM Y X0fi NniaLe60-KOHTPOMbOBaHMX Ta BIAKPUTUX A0AATKOBUX AOCipKEHb. 60 i3 uMX NauieHTiB OTPUMYBa/IN NliKyBaHHSA NeBeTMpaLeTamom y
X041 nauebo-KOHTPOIbOBaHMX AOC/IMKeHb. 3aranoM 645 nauieHTiB BIKOM 4—16 poKiB OTPUMYBav NiKyBaHHSA IeBETUPALLETAMOM Y XO4I N1aLe60-KOHTPOIbOBAHWX | BIAKPUTUX LOAATKOBUX AOCNIMKEHb. 233 3 UMX NaLieHTIB OTPUMYBaIV
NiKyBaHHs NeBeTMpaLeTaMoM y Xoi nnaue60-KoOHTPOoboBaHMX A0CNIAKEHb. B 060X 3a3Ha4eHMX BIKOBMX rpynax Ui AaHi 40NOBHEHI AaHUMM LL0A0 3aCTOCYBaHHA NeBeTUpaLeTamy y nicnspeecTpauiiHuniA nepiog,

Kpim TOro, y xogi nicnapeectpauiiHoro gocnigpkeHHs 6e3neku nikyeaHHs npenapatom oTpumysano 101 HemoB/ist BikoM 0 12 MicAuiB. HOBUX faHWX 3 6e3MeKku LLOA0 3aCTOCYBaHHSA NleBeTupaLeTamy HeMOoB/ISTaM 3 erifiencieto BiKoM Ao
12 micauiB 0TpMMaHoO He 6yno.

Mpothinb MOBGIYHMX peakuiii neBeTMpaLeTaMy 3arasioM CXOXWI Yy PI3HUX BIKOBUX Fpynax Ta MNpW BCIX 3aTBEPPKEHUX MOKa3aHHAX Mpwu eninencii. Pe3ynbTaTh WoA0 6Ge3neky 3acTocyBaHHS npenapaty AiTaM, OTPUMaHi y Xofi
nNauLe60-KOHTPOMbOBaHMX KNiHIYHMX AOCNiAKeHb, Bignosiganm npodinto 6e3nekn nesetnpaueTaMmy y A0poCanx, OKpiM nobivHUX peakuiit 3 60Ky NoBeAiHKM Ta NCUXIKK, AKi Y AiTein 6ynm 6inbll YaCcTUMK, HIXK Yy Aopociux. Y fiTel Ta
nigniTkis BikoM Big 4 Ao 16 pokis 651t0BaHHSA (Ay>ke yacTto, 11,2 %), 36ymKeHicTb (YacTo, 3,4 %), 3miHa HacTpoto (4acTo, 2,1 %), aekTBHA NabinbHICTL (YacTo, 1,7 %), arpecia (4acto, 8,2 %), aHoMasibHa nosefiHKa (4acTo, 5,6 %) i
netapris (4acto, 3,9 %) crnoctepiranncs 3 6iNbLLIOK YaCTOTO, HIXK B IHLLMX BIKOBMUX rpynax abo y 3arasibHOMY npodqini 3 6e3nekn. Y HeMOBAAT i AiTelt BiKOM Bif 1 micaus [0 4 pokiB ApaTiBiuBICTb (AyXKe YacTo, 11,7 %) Ta NopyLLEHHS
KoopAvHauii (yacrto, 3,3 %) cnocTepiranncs 3 6i/bLLIOK YaCTOTOK, HIX B IHLLNX BIKOBMX rpynax abo y 3araibHOMy npodisi 6e3nexu.

Y noAgiiHo cninomy nnaue60-KoOHTPONbOBaHOMY AOCNIMKEHHI 3 6e3nekn ans AiTel, ke NPOBOAMNOCA 3 METOK [0BECTUN HE HMKYY etheKTUBHICTb Npenapaty, OLiHIOBaM BNIUB NeBETUPALIETaMYy Ha KOFHITUBHI Ta HEPOMNCMXOMOriYHi
MOKa3HWKW Y AiTeii BikoM Bif 4 [0 16 pokKiB 3 napuianbHuMy Hanagamu. Mpenapat Kennpa® He BipisHABCca (He 6yB MeHLL edieKTUBHUM) Bif nnaue6o LWoAo 3MiHW Bif, BUXIAHOIO PiBHS yBarv i nam’aTi 3a Wwkanow Leiter-R, cymapHoro
MoKasHMKa MepeBipkM Nam’aTi y nonynauii Bi4NOBIAHO L0 NPOTOKOAY. Pe3ynbTaTi, NOB’A3aHi 3 NOBELIHKOBMMU Ta eMOLIHUMU (DYHKLiSMUX, BKa3yBaaM Ha NOTipLWeEHHS Y NauieHTiB, SKMUX fliKyBasn fieBeTMpaLeTaMoM, arpecuBHOI
NnoBefiHKM, LLIO BU3HaYanacb CTaHAapPTU30BaHO | CUCTEMATUYHO Ta 3 BUKOPUCTaHHAM Baniam3oBaHunx 3acobis (CBCL — Achenbach Child Behavior Checklist — KOHTpOnbHWiIA CNMCOK ANTAYOT NoBeAiHKKM AxeHbaxa). OAHaK y nauieHTiB, AKi
OTPUMYyBa/M NeBeTUpaLLETaM Y XOAi AOBrOCTPOKOBOIO BigKPUTOro AOCNIKEHHA NOAANbLIOrO CMOCTEPEXEHHS, Y CepefiHbOMY HEe CMOCTepiranocs NOripLIeHHS NOBeLIHKOBMX Ta eMOUiHUX (DYHKLiM, 30Kpema MOKa3HWUKM arpecuBHoOl
NOBeiHKN He By FipLInUMK 3a BUXIAHWUIA PiBEHb.

3BITHICTb LLOAO MNOGIYHUX PEaKLLi

3BITHICTb LL0A0 NiJ03PHOBaHMX NOBIYHMX peakLil nicns 3aTBeppKeHHs NiKapCbKOro 3acoby Bak/MBa. Lie Aae 3Mory npofoBXUTM MOHITOPUHT CMiBBIAHOLLIEHHS KOPUCTb/PU3MK 3aCTOCYBaHHS NiKapCcbKOro 3acoby. MegnyHnX npayiBHUKIB
NPoCATb NOBILOMNATY NPO By /b-AKi Nif03proBaHi NOGIYHI peakLii Yepe3 HalioHa/IbHY CUCTEMY 3BITHOCTI.

TepMiH NpUAATHOCTI. 3 POKMK.

YMoBWM 36epiraHHs.
36epirati B opuriHa/ibHIN ynakosLi Npyu Temnepatypi He BuLLe 25 °C. 36epirati y HeJOCTYMHOMY 415 JiTei MicLi.

YnakoBKa.
Mo 300 Mn y ¢nakoHi; no 1 hnakoHy 3 MipHUM NAACTUKOBMM LUMPULOM Y Nayli 3 KaPTOHY 3 MapKyBaHHAM YKPaiHCbKOK MOBOIO.

Karteropis Bignycky. 3a peLenTom.
Bupo6HUK.

Hekctdapma CAC, ®paHuis /
NextPharma SAS, France.



Micue3HaxomkeHHS BUPOOHMKaA Ta afpeca MicLs NPOBaf>KeEHHS MOro AisiNIbHOCTI.
17 PoyTe ge MeynaH, 78520 Jlimay, ®paHuisa /
17 Route de Meulan, 78520 Limay, France.

3asBHUK.
KOCB ®apma C.A., benbris /
UCB Pharma S.A., Belgium.

MicLe3HaxomLkKeHHSA 3asBHMKa.
Anne pe nsa Pewepw 60, B-1070 Bproccens - benbrisa /
Allee de la Recherche 60, B-1070 Bruxelles - Belgium.



