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Cxnao:

Oitoui peyosuHU: PO3yBaCTaTHH, €3€TUMIO;

1 TabrerKa, BKPHTAa IUIBKOBOK OBOJIOHKOK, MICTHTB: 5 MI po3yBacTaTHHy (Y BHIJISAI KJIbLUIO
posyBacTaTuHy) Ta 10 Mr e3eTumMiby a6o 10 Mr posyBacTaTiHy (y BUMJIAI KaIbUIIO PO3YBACTATHHY) Ta
10 Mr esetumiby, a6o 15 Mr posysacTaruny (y BEIVISAI KalbIilo po3yBacTaTuHY) Ta 10 Mr e3eTumily,
a6o 20 Mr posysacTaTuHy (y BHIJIAAi Kasiblliio po3yBacTaTHHy) Ta 10 mr esetumify, abo 40 mr
po3yBacTaTHHy (y BUTJIAAI KaIbLilo po3yBacTaTuHy) Ta 10 Mr eseTumiOy;

donomisici peuoéunu.; UETION03a MIKpOKpHUCTaIiYHa; akTo3a; MaHiT (E 421); kpocnosinoH, tan A;
HATPiI0 KPOCKApMeNo3a; MarHito creapat; nosigon K 30; Hatpito naypuncynsdar; KpeMHIIO JiOKCHA
KOJIOTIHUM Oe3BOIHMN;

TIiBKOBa 000JIOHKA: JaKTO3M MOHOTIZpAT, rinmpomenosa, tutany giokcun (E 171), Tpuanerusn, 3anisa

oxcun xoptui (E 172) (mictutebes y Tabnerxax 10 mr/10 mr ta 15 mr/10 mr), 3ayiza OKCHz, YEpBOHHUH
(E 172) (mictutees y Tabnerkax 15 mr/10 mr, 20 mr/10 mr ta 40 Mr/10 mr), 3ami3a okcun opHuit (E
172) (mictutsest y Tabnerkax 40 mr/10 mr).

Jlikapebka ¢opma, TaGneTku, BKpUTI IUTIBKOBOIO 0O0IOHKOIO.

OcnosHi ¢izuxo-ximiuni eracmueocmi.

tabnetku 5 Mr/10 Mr: 6isoro a6o mMaixke 6iI0ro KONLOPY, KpyTii, IS0 ABOOMYKJI, BKPHTI MIIBKOBOIO
000JIOHKOIO TAabJIETKH 31 CKOIICHAMH KpasMu Ta 3 rpaBipyBaHHaM R1 3 ognoro Ooky;

tabnetkn 10 mr/10 Mr: Bim 6iJ0-KOPUYHIOBATO-XKOBTOTO JO OJIi10-KOPUYHEBO-)KOBTOIO KOJILODY,
Kpyryi, Jemo ABOOMYKJ, BKPHTI IUTIBKOBOIO OOGOJOHKOIO TAbNETKM 31 CKONIEHMMM KpasMH Ta 3
rpasipyBanHaM R2 3 ogHOro 60Ky;

tabnetku 15 Mr/10 Mr: Gmifo-poXKeBO-OpPAaHIKEBOTO KONIbOPY, KPYTJi, ACLIO JBOOMYKIN, BKPHTI
TUTIBKOBOXO 00OJIOHKOIO TAONETKH 31 CKOIIEHUMM KpasiMu Ta 3 rpaBipyBaHHsM R3 3 ogHoro 6oxy;
tabnetku 20 mMr/10 Mr: Gimo-poXeBOro Kojbopy, Kpyril, AeUI0 JBOOIMYKI, BKPHUTI IUTIBKOBOIO
060JI0HKOIO TabJIETKH 31 CKOIIEHUMHE KpasiMy Ta 3 IpaBipyBaHHAM R4 3 onHOro O0OKY;

tabnerkn 40 mMr/10 mr: Bix 61ig0-cipyBaro-dioneTosoro a0 611i10-Cipo-(hioneToBoro Konsopy, Kpyrii,
IEMIO ABOOMYKIIL, BKPHUTI IIIBKOBOK 060IOHKOIO Ta0NETKH 31 CKOLIEHUMH KPasiIMK Ta 3 IpaBipyBaHHAM
RS 3 ogrore 6oKy.

®apmakorepanesTudna rpyna. IuriGitopy I'MI-KoA-peaykrasy B KkoMOinauii 3 iHIWMMH
rinonimaemMiuaumu 3acobamu, Posysacratun-ra-esermmib—IKox-ATX C10B A06.

Y3arogxeHo 3 MaTtepianamu

oy
peecTpaLiiiHoro A0CHE ﬂ%%% 1 C




Dapmakonoziuni eracmusocmi

Dapmaxodunamira

PosyBacrartun

PosyBactaruu e cenextusnum KoHKypenTHuM  iHriGiTopom ['MI-KoA-pemykrasu, NiMiTYI09MM
WIBHAKICTE (DEPMEHTY, 1O MEPETBOPIOE 3-riApoKCH-3-MeTHATIYTapUI-KOEeH MM A Ha MEBAJIOHAT,
nonepeaHuK xonecrepuny. OCHOBHHM Miciem aii pO3yBacTaTHHY € MediHKa, OpraH-MilleHb ajIs
SHIDKEHHS KOHUEHTPALIT XONeCTepuHy.

PosyBacratun 36inburye KigbKicTh MeYiHKOBUX PELEenTOopiB NNONpPOTEiHiB HU3LKOT WTHLHOCTI (JITTHILI)
Ha TIOBEPXHI KMTHH, 361IbLIYIOUHN 3aX0MIeH s Ta KaTaboNiaM JITTHIIL, i npusBoauTs K0 NpUrHivenHs
CHHTE3y B NEYiHUI NMONPOTEIHIB My)Ke HU3BKOI MIBHOCTI (JITIJTHILL), 3MeHIIyiouM THM caMum
3aranbHy Kinexicts yactok JITTHIL] ta JIT [JTHILI.

Posysacratun 3menmye nimsmieny ximbkicrs xonecrepuny JIITHIL[ (XC-JITTHIL]), 3aranszoro
XONICCTEPUHY Ta TPUIMILEPHAIIB, ACLIO 36iNbIIYE KUTBKICTH XOJIECTEPHHY JIIMONPOTEIMIB BHCOKOT
winbHocTi (XC-JITIBILL). Bin 3MeHuIye Takox KiabKicTs anoninonpoteiny B, xonecrepuny nelIIIBLII,
xonecreputy JITTIHILL, Tpurninepuais JUIJTHIL ta pemo migsuiye pisexs anoninomnporeiny A-I.
Posymacratun amenmiye Takosx crippigHOmEHHS XC-JIITHILY XC-JITIBILL, 3aransHOro XoJecTepuny/
XC-JIIBLL, XC-ueJIITHILY XC-JITIBILI Ta cnissigHOmeH S anoninonpoteiny B/ anoninonporeiny A-
L.

TepanesTrunuii edexr TIPOSBIIIETHCA NPOTATOM 1 THOKHS TiC/Ist HOYATKY Tepartii PO3yBaCTaTHHOM,4epe3
2 Tixui nikyBanHs edexT qocsrae 90 % MaKCHMATLHO MOXTHBOro. MakcumanbHuit ebexr, Sxmpasuio,
AOCATAETHCA Yepes 4 THIKHI MICHS MOYATKy NiKyBaHHS.

Kniniuna epexmuenicme ma 6esnexa

Posypactatun mnoxaszas cBoro edexruBHicTs y mopocnux 3 rinepxonecrepunemicro 3 abo 6es
riNepTPUIMepuaeMil HE3aTeKHO Bij pacH, cTaTi 9 BiKy, a TAKOX y NMAIIEHTIB 0COBTHBIX IpyH, TakKuX
SIK TIAUIEHTH 3 IyKPOBUM AiabeToM aGo namienTy 3 ciMe oo rinepxoecTepuHeMicio B aHaMHE31.

3a 06’eAHaHUMH NAHUMHU JOCHIKEHD hasu III posysacrarun edexTrBHO 3HH)KYBAB PiBHi XonecTepuny
y Giabmocti nanientis i3 rinepxonecrepunemicio tuny Ila-ta IIb (cepenniit mouaTkoBuit pirens XC-
JITHI npubmmuo 4,8 MMONB/MT) 110 HiNbOBMX 3HAYEHb, BCTAHOBICHHX BH3HAHUM KepiBHHITBOM
€sporneiickkoro TosapucTsa arepockneposy (EAS; 1998); npubimsno y 80 % nauienris, axi npuitmanu

npenapat y n03i 10 mr, Banocst A0CArTM HOPMATHBHHX [HABOBHX pisuis XC-JITTHIL] 3a EAS (<3
MMOJIB/N).

Esetumi6

Ezetumi6 — we npencraBHuK HOBOTO KIacy JiMiOO3HMIKYBAIBHUX DEUYOBHH, AKi CENEKTHBHO
NPUTHIYYIOTE iHTECTHHANBHY abcop6Liro xonecTepuuy Ta BiAMOBiHMX POCITHHHUX cTepoJtiB. EzeTumio
€ ICPOpaNbHO aAKTUBHUM Ta MaE MEXaHi3M Jil, BiAMIHHMIA Bi iHIIKNX KiIaciB XOJIECTEPUHO3HHMKYBATBHUX
npenaparis (HanpuKIaj CTATHHIB, CEKBECTPAHTIB JKOBYHHMX KHCIOT (CMOJH), KMCIOTHHX MOXiTHHX
$iGpatis Ta pocnmHHEX CTaHONIB). MostekyISIpHOIO MillleHHIO €3eTUMIOy € MEePEeHOCHUK cTeponiB
Niemann-Pick Cl-Like 1 (NPC1L1), mo sianosizae 3a BCMOKTYBaHHS XOJlecTepuny Ta ditocreponis y
KHIIEYHHUKY.

Esetumi6 noxanisyerscs Ha mitoukosiit CMYKIIi TOHKOI KHIIKH # DPUrHidye abcopOuiro XOJIECTEpPHHY,
SMCHILYIOUA JI0CTaBKY iHTECTHHANBHOTO XOJECTEPMHY B MEYiHKY; CTATHHH 3HIKYIOTH CHHTE3
XOJIECTEPUHY B MEYiHLI, i pa3oM Ii MexaHi3MH 3a6e3MeUyiOTh JOAATKOBE 3HMIKCHHS XOJIECTEepUHY.
[Ticas 2-TokHeBoro KNiHIYHOro 3acTOCYBAHHS y 18 nanientis 3 rinepxonecrepunemicio ezeTumi6 na 54
% 3umxysas abcop6uiro XOJIECTEPHHY MOPIBHAHO 3 nanebo. Byna nposemena cepis moxmimiummx
AOCTIUKEHD [UTS BU3HAYECHHS CENEKTUBHOCTI e3eTumiOy 110410 npurHivenHs abcopbuii xonecrepuny.
Esernmi6 npurniuysas a6cop6uito ["*C]-xonectepuny 6e3 BIUIMBY Ha abcopOuilo TpHIiLepuIis,
KUPHUX KHCTIOT, XXOBYHUX KUCIIOT, IPOTeCTEPOHY, ETHHIIECTPAAioy a60 )UPOPOZIMHHIX BiTaMiHIB A
iD

Eninemionoriuni nocnimkenns BeTaHOBMMHM, 1m0 CeplEeBO-CyJMHHA 3aXBOPIOBAHICTh Ta CMEPTHICTEH
3MIHIOIOTBCS MPAMONPONPUIHHO A0 pIBHS 3arafbHOro xonecrepuny Ta XC-JI[THII[ i o6epueno
npomnopuiitto 10 pisxg XC-JITIBIL.

OnmxouacHe sacrocyBadus e€3eTMMiIBy 31 cTaTMHaMM moxasaio ChEKTHBHICTh Y 3HIDKEHHI PH3HKY
CepLCBO-CYAMHHUMX XBOPOG y MAali€HTIB 3 CEPLEBO-CYAHHHAMH 3aXBOPIOBAHHAMH Ta TOCTPUMH
KOPOHApHMMH CHHAPOMAaMH y aHaMHe3i.

Kniniuna eghexmusnicme ma 6esnexa

3a naHMMH KAiHIYHEX JOCTiaXeHb, 3aCTOCYBaHHSA eseTumify, fx MoHOTepanii a0 y xom6inanii 3i
CTaTHHAMM, 3HAYHO 3HIXKYE PiBEHP 3aranbHOro Xofectepuny, XC-JI1H ﬁ'{oninonpOTe'ley B (ano-

B), Tpurminepuais ta nigsumye pisens XC-JINBIL %‘iﬁﬂ?ﬁﬁ‘i&v&“ﬁ}?@ﬁ%’g@m E€PUHEMIEIO.
peecTpauimHoro [10CbE




Dapmaxoxinemura

Posysacrarun

Abcopbyin

Makcumansua KOHIeHTpanist (Crmax) PO3yBacTaTUHY y miasmi nocaraerses puGAM3HO Yepes 5 rogun
nicns npuktomy BCEpeanny. AGComoTHa OiomocTynHicTs cranoBUTS npuOmH3Ho 20 %,

Poznodin

Posypactatnn excrencunmo [ICPETBOPIOETHCA B MmeyviHmi, sika e ICPBUHHHUM LEHTPOM CUHTe3y
XOJecTepuny Ta Knipency XC-J1 [THILL. O6’em posnoainy PO3yBaCTaTURY CTAHOBUTE NpUbAN3HO 134 1.
[pubausno 90 % PO3YBaCTaTHHY 3B’ A3y¥0ThCs 3 Ginramu TUIA3MH, FONIOBHUM YMHOM 3 anbGyMiHOM.
Memabonizm

Meta6onizm posyBacTatuny obMexenuii (mpubnusno 10 %). Hocnimxenus Metabomnismy in vitro i3
3aCTOCYBaHHSM I'eNaTONHUTIB MOXHHH BKa3yloTh Ha Te, IO PO3yBacTaTuH ¢ Ayxe cnabxum cyGerpatom
st MeTabomnisMy Ha OCHOB] tTOXpoMy P450. CYP2C9 6yB ocHoBHmM 130epMenTOM, 1110 OpaB yyacts
y Meraboniami, Toai gi i3odepmentu 2C19, 3A4 1a 2D6 6ynu 3anyueni menmoro Miporo. OcHoBHUMM
BH3HauCHUMY MeTabonitamu € N-neamerun Ta naktoH. Merabosit N-aesmerus e IpubIM3HO Ha 50 %
MEHII aKTUBHUM, HiX PO3YBaCTaTuH, a Gopma nakToH BBakaeTLcy KIIHIYHO HeakTHBHOW0. Binpme 90
% dapmaxonoriusof aKTHBHOCTI, HalpaBieHoi Ha MIPHTHIYEHHS UUPKYITo04oi [ M -KoA-penyxrasy,
3abesneuyerses po3yBacTaTHHOM.

Bugsedenns

[pu6nusno 90 % nosu PO3YBaCTaTHHY BUBOAUTHCH y HE3MIHEHOMY BUIJIi 3 (hexanisimu (ckmanaerses
3 abcopbopanoi Ta HeabcopGosanoi mirouoi PEUOBHHM), @ 3QTHIIIOK BUBOAUTHCS i3 ceuero, [Ipu6nusuo 5
% BHBOAMTHCS Y He3MiHeHOMy Burmani i3 ceuero. Ilepion HaniBBuBemeHHs 3 IJIa3MH CTAHOBUTE
npubausuo 19 rogum, Ilepion HanieBuBeneHns me 30LIBLIYETHCH NpH BHCOKHX no3ax. Cepenwniit

WOA0 iHmMX inri6itopis "M -KoA-penyxrasn, saxonnenus NEYiHKOIO PO3yBacTaTHHY MPOXOAUTH 3a
y4acTio meMOpanuoro Tpancnoprepa OATP-C. Ieii TpaHcnoprep Binirpae Baxnusy POJIb Y BUBEICHH]
PO3YBaCTaTHHY 3 neYinky.

Hinigmicme/meniniiinicm

Cucremna excnosuuis PO3yBACTaTHHY 36inburyeTncs nponopuiitno fosi. Ilpu OpHitoMi IIeKiIbKox
noBoBux no3 bapmakoxinernyni lapaMeTpy He 3MIHIOIOTBCY.,

Qcobnusi zpynu naicumia

Bix ma cmamp

Hemae kniniuno 3HAYYLIOrO BIAMBY Biky a60 cTati na hapmakoxineruxy PO3YBaCTaTHHy y mopociux.
Dapmakokineruka PO3YBACTaTHHY 'y nmitelt i minmiTkis 3 IETEPO3UTOTHOK  ciMeiHOIO
rifiepxosnecrepunemicio Oysna noaibuoro a0 Taxoi Y IOpOCIIHX NOOPOBOBIIB.

®apmakokineTnuni NOCHIDKEHHS ACMOHCTDYIOTH M ABUIEHHS NPHGIM3HO B 2 pasy Meaianu Mo i
KPHBOIO «KOHLEHTPALiS B NA23Mi — yacy (AUC) Ta Crgy PO3YBACTAaTHHY y [PEACTABHUKIB MOHTONOINHO]
pacH (snoHuis, KATaiLiB, dininmingis, B'CTHAMIIIB Ta KOPEHIIB), MOPIBHSAHO 3 mamicHTaMu
EBPONEOIAHOL pacy; y inaycip CNOCTEPIraeThCs 36iNbINeH S npubnusuo B 1,3 pasa menianu AUC Ta
Cmax. Tomynsuiiinu hapmakoxineTnynmit  ananis HC BHSBHB KIiHIYHO 3Hauyof pisHuUi y

TpOXOAATL remoAianis, Gyau npubausuo Ha 50 % Olnbumamu, Hix y 350poBux A0OpOBONBLIB.
Iayienmu 3 ne YIHKOBOIO Hedocmamuicmio

Moxa3HuKamu 3a knacudixauiero Yaitnna — [Tr0. Tocin 34CTOCYBaHHS MalieHTaM 3 MOKa3HUKamu 9 Ta
Oinbure 3a knacudiraniero Haiinpa — [T1o sigcytuii ‘ ?
lenemuynuni RONIMOPGhizm YarogxeHo 3 mateplanamu

peecTpauiiHoro 4oCkE




Y dapmaxokineTnui IHri6iTOPIB penykrasu I MI'-KoA, B Tomy uncni PO3yBacTaTiHy, 6epyTh yuacts
Tpaucnoptui Ginkn OATPIBI ta BCRP. Y XBOPHX 3 reHeTMuHHM nonimopismom SLCO1B]
(OATPIBI) i/a6o ABCG?2 (BCRP) icuye pusmic MiBUIEHOr0 BHMBY posyBactaruny. Okpemi
nonimopdismn SLCOIBI ¢.521CC | ABCG2 c.421AA nos’ssani 3 Oinbln BMCOKMM BrHBOM
posysactatuny (AUC) nopisuso 3 renotnmamun SLCOIBI x.521TT a6o ABCG2 k.421CC. Ile
cneuudivne renoTHnyBanHs 3a3BUYAll HE BUKOPHCTOBYEThCS B KIiHIYHI# npaxTuni, ane nauicHram, y
SKHX BUABIIEHO LI THIIH noniMopdismy, PEKOMEHAyeThCA MeHIa 060Ba no3a po3yBacTaTumny,

Himu

ABa dbapmaxoxineuymni MOCTIIDKEHHS posyBacratuny (y o
mamienT# Bikom 10-17 a6o 6-17 poxis (3aranom 214 na
FiHerOHeCTepHHeMiGIO, [IOKasaylu, 10 BILIHB npenapary
AOPOCINX nanieHTiB. Bronup posysactatuny Gys nepenta
nepion yacy.

E3eTnmi6

pMi Tabnertok), B SKOMY B3SUIH y4acTh
LI€HTIB) 3 reTepo3suroTHoOo cimeitnoro
y Aiteil Bianosinae BIUIMBY Mpemapary y
YCHMH 3 PO3paxyHKy 103u Ta Y 2-piunni

Onnouacke BxuBaums DK (3 Hu3BKHM aGo BHCOKHUM BMICTOM XHDY) He BrmMBac Ha nepopanbHy

GionocTynwicTs e3eTumMiby, 30xpema €3eTUMIOy y nosyBauni 10 mr. Ezetumi6 moxna npuimaTi
HE3ANEKHO BiA BXUBAHHS Tiqi.,

Posnooin

TMIOKYPOHIA € OCHOBHHMHU PEHUOBHHAMH, 1110 BU3HAYAIOTHCS B M1/1a3M] KPOBI, Ta CTAaHOBNATE npubnuszno
10-20 % i 80-90 % i 3arafibHOro BMIcCTy mpenapaty B nasmi BiAnoBiAHo. E3etumi6 ra e3eTumi6-
FIIOKYPOHIA NOBiMBHO BUBOAATECS 3 MIasMu KpoBi B Iponeci KuIKoBo-ney;
ITepion nanissupenenmg e3eTumiby ta €3€TUMIOY-TJIIOKYPOHiLy cTaHOBHTS IpubIH3HO 22 romuHwy.
Busedenus

icns npuitomy A0OPOBOABISIMK BHYTPIIIHEO 20 mr “‘C—esemMiGy B Ina3Mmi XpoBi 6yno BusBieno
npubausno 93 % CyMapHOro esetumiby Bin 3aranpuof PanioaKTHBHOCTI muasmuy. [puGnusno 78 %1 11
% npuitnaroi pazioaKTHBHOT n03M 6yno BuBeneHo 3 kanom i CEY€I0 BIANOBIAHO 11
Yepes 48 rot y nnasmi KpOBi HE criocTepiranocs PiBHIB pastioakTHBHOCTI, sKi MO>XHA BU3HAYHTH,

Hayicumu nimuvozo GiKy
Y nauientis nitasoro BiKY (nmonag 65 POKIB) KOHILEHTpalis B rurasui KPOBi 3araibHoro €3eTHMIOy

HENOCTATHICTIO fleTKOro  cTymems (5-6 Ganis 3a mxanoro Yaiinga —
A06poBoNBLiE, [Iporsrom 14-pensoro JOCIT [k OCYBaHHS _e3
nauienTis i3 nevinkororo HenocTatHicTIO NOMipHYEpyarpyeiesd (ALY




NOPYLIEHHAM (yHKUIT HUPOK.

UbOMY NOCTKEHHI B omHOro namienra (kM mam HUPKOBHM TpaHCIJIaHTAT it OTpUMYBaB
MYABTHTEPANilo, B TOMY 4yuci MUKIOCIIOPHH) PiBEHB 3aranbHoro e3eTumiby Oye Bumii y 12 pasiB.
Cmame
Konuenrpauis B nnasmi 3arallbHoro e3eTuMiby Tpoxm BHina (npubnusuo na 20 %) Y KiHOK, HiX y

HOJIOBIKiIB. 3HMKeHHS piBHs XC-JITTHILL i npodiss 6esnexnu IPUOIM3HO OZHAKOBI B YOIOBIKIB | MKIHOK,
K1 NIPUEMAIOTH e3eThMmib, Tomy Hemae notpe6u s KOPeKLii 1031 3anexHo Bix crari.

Kninivuni XapaKTepHCTHKH.

Hokasanna,

[Tpodinaxruka CEPUEBO-CYAMHHUX YCKIAAHEHD

Ipenapar Poxcepa® IMroc NOKA3AHUA JUISi 3HHIKEHHS PUBHKY cepleso

3aMiCHa Tepanis y nauienTip 3 HIEMIYHOIO XBOPOGOIO cepus (IXC) rarocrp
(I'KC) B anamuesi, Y SKMX JOCTATHIH KOHT

[IEPBHHHOIO (FeTEPO3UTOTHOIO CiMEHHOIO Ta HECIMeHO10) rinepxonecrepusemicro. a6o TOMO3HUTOTHOIO
ciMeiHOI0 FiHEpXOJIeCTepHHCMiEZIO, Y SAKHX JOCTAaTHIH KOHTPOS 3aXBOPIOBAHHA JIOCATACTHCH

OIHOYaCHUM 3aCTOCYBAHHSAM PO3YBACTaTHHY Ta e3eTHMIOY K MOHOKOMITOHEHTHIX [Ipenaparis B Tux
CaMHX J03ax, 110 i B KoMOiHOBaHOMY rpenapari.

Ilpomunokazanus.
Jlikapcrkuii 3aci6 Poxcepa® [Tnioc TPOTHIIOKA3aHKH npw:

- MiZABHINEHIH gy ThuBoCcTi 10 AirOYMX pedoBuH a6o 10 Oy Ib-AKUX IHIIMX KOMIOHEHTIR JIKapCBKOro
3acofy; :

- AKTHBHOMY 3aXBOPIOBAHHI MeYiHKH, B TOMY YMCHi CTIHKOMY TifBUINEHH] PiBHIB cHpOBaTKOBHX
TpaHCamiHa3 HeBioMOi eTionorii Ta Oyab-sIKHX MiABHIIEHHSX PiBHIB TpaHCcaminaz Yy CHpoBaTui, 1o
BTPHYi NEPeBHINYIOTH BEPXHIO Mexy Hopmu (BMH);
- TAKKAX NOPYIIEHHAX DyHKIil HHPOK (K11ipeHc KpeaTuniny < 30 MJ1/XB);

- Miomnarii;

- CYNyTHBOMY JiKYBaHHI HHKIOCTIOPUHOM;

- OQHOYACHOMY 3acToCyBaHHi KoMGinarii CO(l)OCﬁyBip/B&ﬂHaTaCBip/BOKCHJIaI]peBip (muB. posain
«Baaemonis 3 inmumu NIKAPCHKMMH 3ac06amu Ta IHIIT BUAM B3aEMOIii);

- BariTHOCTI Ta mif wac nepiofy romysaHus PPYAIIO; JKIHKAM PENpOLyKTUBHOIO BiKy, fiKi He
BHKOPHCTOBYIOTE Bi/iNOBiAHI 3acobu KOHTpauenii.

Ipenapar Poxcepa® [lmoc, rabnerxu, Bkpuri nniskosoio 06010HKO0K 110 40 Mr/10 Mr, MPOTHUITOKA3ZAHU
NALIEHTaM 3 MiOMaTieIo UM Bxe HAABHUMH aKkTOpaMi po3BUTKY Mionarii‘fpaﬁﬂomionisy- Taxi (axropu
BIJTIOYAIOTh: MOMipHE NOpylIeHHs bysxuii supox (xmipene kpearunminy < 60 MII/XB); rinorupeos;

> CTAlH, AKi MOXYTh IPU3BECTH A0 MiABAICHHS KOHLEHTpauii posysacraruny
Yy Nnasmi KpoBi; HanexHicTs 10 MOHTOMIOTAHOT pacu; cynyTHE jacTocysasys ¢idparis.

oIl

Y3ropxeHo 3 maTtepianamu / %
peecTpauiitioro AoChe ( ot .




Biaemooin 3 inwumu AUKapcokumu 3acobamu ma inwi eudu 83aemo0id.
OnnouacHe 3actocypanns [IPOTHIIOKA3AHE
Luxnocnopun

UHKIIOCIIOPHHY Y NIa3Mi KpoBi.

OanouacHe 3actocysanns e CKOMEH/I0BaHe

Ineibimopu npomeasu

CynyTae 3acTocyBanHsa IHTiBITOPIB MpoTeasy Mosxe 3HAYHO MiJABHINYBATH CHCTEMHY EKCIO3MUIIiF0
PO3yBacTaTHHY, XOua TOYHHH MeXaHi3M uiei B3aemonii HenimoMui (auB. Tabnmo 1). 3okpema, y
d)apmaxoxiﬂe'mqnomy ROCHIDKEHHI CymyTHE 3aCTOCYBaHHs posysactatuHy 10 Mr Ta KoMGiHOBaHOMO
penapary, Imo MiCTHTH JBa inribiTopu nporeasu (atazaunasip 300 mr/putonasip 100 mr), y 3JI0POBHX
A0OpoBONBLIB acouiioBanocs 3 NpHONU3HO TpupazoBuM Ta CCMHPA30BUM 30UIBIICHHSIM MOKA3HUKIR
piBHOBaXHOr0 AUC Ta Crnax po3yBacTatuny Bianosinno. OnHoYyacHe 3aCTOCYBaHHS PO3YBACTATHHY i
ACSKHX  KOMOIHOBaHMX mpemaparis iHriGitopis nmpoteas MoxmuBe TUIBKM THCNS  peTensHoro
KOPUTYBaHHS jo3u  posyBacTatuny 3 YPAXyBaHHAM  OYiKYBAHOTO [MiABHINCHHS CKCMO3MIT
PO3yBacTaTuHy (aus. po3ainu «OcobauBocTi 3ACTOCY BaHHsY, «Croci6 3acTocyBanHs Ta 1031y, a Tako
Tabmuio 1 y posaini «Bsaemoyis 3 IHIIMMH TIKAPCHKUME 3ac06aMy Ta frm] BHJIH B3aEMOJji»),
Inzibimopu mpancnopmuux 6inkie

Posysactatus e cyGerpatom s ACAKHX  TPAaHCHOPTHHX 6inkis, B Tomy wmcni Ne4iHKOBOro

PO3yBacTaTUHY 13 NiKAPCHKUMH 3acobam, 10 NPUTHIYYIOTE ui TPAHCTIOPTHI GiNkH, MOYXKe MPH3BOUTH
A0 MiABHINEHHS KOHUEHTpaui#t #oro B muasmi kposi Ta 36iNbLICHHS pu3uKy MiomaTii (nuB. posinu
«Cnoci6 3acTocysanHs Ta 03m», «Oco6AMBOCT 3aCTOCYBaHHA», a TaKoX Tabmuigo | y posuini
«Bsaemogis 3 immmmu NKapChKUMK 3aco6amMu Ta iHmii BHJTH B3aEMOLIi» ).

Dibpamu

CynyrHe 3actocysanus PO3YBACTaTHHY Ta reMibpo3niy npu3BOAUTE A0 36iTbIICHHS Y 2 pa3u Cmax Ta
AUC Po3yBacTaTuHy (AMB. po3ain «OcobnuBocti 3aCTOCYBaHHSAY).

3 orasay Ha fani crieniannHmx NOCHIPKEHb, 3HAYYILO] hapmaxokineTuunol B3acmoii 3 denodibparom
HE OYIKYETHCS, OAHAK MOMMBA bapmaxoaunamiuna B3aemozis. I'emdpiGposun, benodibpar, immi
®i6paru ta MiMiNO3HMKYBATBHI 103K (= 1 r/n06y) Hiamuny (HixoTHHOBOT KHCITOTH) MiABULLYIOTh PH3HK
PO3BHTKY Mionartii npu CYDYTHbOMY NpUiioMi 3 iHriGitopamu 'MI -KoA-peayxrasu, moxauso TOMY,
110 BOHH MOXYTb BUKJIMKATH Mionariio lpu npuiomi oxpemo. [o3a 40 mr/10 mr MPOTHUIIOKA3aHA NPy
CYNYTHHOMY  3acTocyBanmi  ¢iparis  (sus. posninu  «Ilportunoxasanmsy Ta «OcobnuBocTi
3acTocysanns»). Takum nanienTam Heo6XinHo PO3MOYMHATH TEpariro 3 034 5 Mr posyBacTaTumy.

Y nauienris, sxi NPUAMAIOTh €3eTUMI6 Ta enogibpar, ickye puzmk PO3BHUTKY XojeniTiasy Ta
KOBUHOKAM IHOT XBOpo6u (auB. posainu «OcobmuBocTi 3actocyBanusy Ta «Ilo6iuni peakriin).

[Ipu nigospi Ha KOBYHOKaM siHY XBOpoBy y mauienTa, skud npuiiMae esetumi6 Ta dbenodibpar,
MOKa3aHi 06CTEeXEHHS HKOBYHOrO MiXypa, a Taky Teparito ciig UIPU3YIHHUATH (AMB. po3ain «[lobiuni
peaxiiin).

XBOpobu. YV xoxi moxniniunux AOCIII/DKEHD HA TBAPUHAX €3eTHUMIG 3011y BaB piBeHD XOJIECTEPUHY B
MiXypoBiif xoBui, ane He Y BCiX Buais. Puzux YTBODCHHS KaMeEHiB, MOB’A3auuii i3 3aCTOCYBAHHAM
e3eTuMiby, He MOjKe ByTH BUKMIOYESHHL,

Dy3udosa xucroma

Pusuk mionarii, Bxrouaioun pabomionis, Modxe nimBuiLyBaTHCS 3a PaxXyHOK CYIyTHBOI'O CHCTEMHOIO
3aCTOCYBaHHsA (Gy3u0BOT KMCAOTH 3i CTATHHAMM, Mexanism uiei Bzaemonii (dbapmaxogunamiunmit 260
hapmaxokineTHunmit) noku HeBixoMuil. Bysw nosinomnenss npo pabnomionis (Bxkaouaroyn feranbHi
BUIIAAKY) Y NauwieHTis, axi oTpuMysanu o kombinaniio. Skuo cucremue JUKYBaHHS cbysnnoaogo
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KHCIIOTOIO € HEOOXiAHMM, TO 3aCTOCYBaHHS PO3yBacTaTHHy Mae€ OYTH NPHIMHEHO MPOTArOM YCBOTO
nepiofy JiKysauus ¢y3unoBow KUCNOTOXO (AMB. po3ain «OcobnupocTi 3aCTOCYBAHHSAN).

[H1i B3aemogii

Anmayudu

Onnouacnuii npuiiom AHTAUMAIB 3HWIKYE CTYMiHE abcopOuii eszetumiby, ane e BrHBac Ha ioro
bionoctynnicrs. Take 3HmKEHHS crynens abcopbuii He BBaXcaeThes KAiniuno 3HAYYIIUM.

Onwouacue 3actocysamns PO3yBaCTaTHHY i cycnieHsii anTauais, mo MicTaTs AMOMiHIIO rigpokcuy Ta
MAartilo rigpoxcus, NPU3BOAUTE /10 3MEHIICHHS KOHUEHTpalii po3yBacTaTMny B mmasmi KpOBi
npudau3Ho Ha 50 %. Leif edexr 6yB Menm Bupaxenum Y Pasi 3aCTOCYBaHHS AHTALMAHMX 3aC0BIR yepes
2 roauuu micns npuiomy posyBactatuny. Kiiniuna 3HAYYIIICTE i€l B3aeMoAii He BuBuanacy,
Anmuxoazynamu

fopocnux yonosikiB. Onnak Gysu mienspeecTpauiiti noBigoMnenns npo 36inpmenus MIXHApPOHOrO
HOPMaJli30BaHOTO CIiBBIAHOMIEHH S (MHC) y naujenris, sxum ezerumi6 Aojasanu fo Baphapuny abo
Gayinniony. Ipu nonasanmi eserumiby o Bapdapuny, inmoro KyMapHHOBOTO aHTHKOATYISHTY abo
bayinniony neobxino aniiicHiosary MOHiTOpuHTr MHC Hanexuum unnom (. posain «OcobnuBocTi
3aCTOCYBaHHAY).

Sk i npu 3aCTOCYBaHHi iHUMX iHriGitopis I MI'-KoA-penyxrasu, na NOYaTKy 3acTOCYBAaHHS
po3yBacTaTihy abo npu miaBUIIEHH] fioro J1034 y NalieHTiB, SKi OAHOYACHO 3aCTOCOBYIOThH AHTarOHICTH
Bitaminy K (manpuknan Bapbapun abo iHuit KYMapUHOBHH aHTHKOATYJISHT), MOK/IMBE M IBHIEHHS
MHC.

Ipunuuenns sacrocysanms PO3yBacTaTuHy ab0 3MEHIIEHHS HOT0 103K MOKe NPU3BECTH [0 3HHIKEHHS
MHC. V takux Bunankax 6asamuii HaneXXHuit Monitopunar MHC, '

Epumpomiyun

Binomo, mo omHowacke 3aCTOCYBaHHS pO3yBACTATHHY Ta €PUTPOMIUMHY 3HMKyBato AUC
posysactatuny Ha 20 %, a Cpax — na 30 %, Taka B3aemonis mosxe 6yTH cnpuumHeHa migBHIEHHIM
[ICPUCTANBTHKY KMINEYHUKY BHACITI 0K Mii CPUTPOMIITHHY.

Depmenmu yumoxpom y P450

Hocnimkenns in vitro ta In Vivo noKasyioTs, 1o PO3yBacCTaTHH He € aHi iHribitopoMm, aui IHAYKTOpOM

i30(bepmenris. Omxe, mikapeski Bzaemonii 4epe3 MeTaboiIi3M, onocepeaKoBanmil mMTOXpoMom P450, ne
ouikyloThes. Kniniumo 3Hadylua B3aEMOMiSs MDK pO3yBacCTATHHOM i tiryxonasonom  (iuriGiTop
isodepmentin CYP2CO CYP3A4) a6o xerokonasonom (irribitop i3odepmentis CYP2AG i CYP3A4)
HE criocTepiranacs,
Y noknisiuHuX AocTimKeH X Oyno BUABIEHO, 1110 €3eTUMI6 He iHAYKYe depmeHTH nuToxpomy P450,
Lo Merabonisyiors npenapar. He inmivamics KIIiHIYHO 3HadYymi (apmaxoxineTnusi B3aEMOJIT Mix
eseTumibom Ta nikapchxumu 3acobamu, 1110 MeTabomi3ytoTbCs uuTOXpoMamu P450): 1A2, 2D6, 2C8,
2C9, 3A4 - a60 N-auerunrpancdepasoro.
Xonecmupamin
[1pu xomGinopanomy 3aCTOCYBaHHI 3 XOJNECTHPAMIHOM cepeane snavenus AUC cymapHoro €3eTUMIOy
(e3eTmmi6 Ta €3eTHMIO-rIIOKyYpOHi) SMEHIILYBanocs npubnusno Ha 55 %. [pu poxapanni e3eTumiby
A0 XONECTHPaMiHYy MOCTYNOBE 3HMIKEHHS XC-JITHIL moxe ynosineuuTHcs (auB. posmin «Cnoci6
34CTOCYBaHHA Ta NO3U»).
Luzokcun
3 OINIANly HA JaHi clenianbHux JOCHIMKEHb, KIIiHIYHO 3HAYYINOi B3aeMOAI] 3 AMIFOKCHHOM He
OYIKY€EThCA.
lTepopanwui Kormpayenmueu/zopmonosamicna mepanis (I'3T)
Onmouacke 3acrocysanms PO3yBaCTATHHY Ta M€POPANbHMX KOHTDALCNTHBIB NPHU3BOAMIIO [0
niaBumenus AUC eTHHITECTPaniony Ta Hoprectpeny Ha 26 % Tta 34 % pianosiano. Taxe MM ABUILEHHS
piBHIB y nnasMi kposi cain BPAXOBYBATH MpPH MiAOOPI 03K MEPOPATLHHX KOHTpauenTusis. Janux momao
(hapmaxokinernku npenaparip Yy NalienTis, AKi 0AHOYACHO 3aCTOCOBYIOTh po3yBactarun Ta I'3T, nemae,
TOMY HE MOXKHA BUKNIOYATH NOAIOHOrO epekry. Opnax xombinaris HIHPOKO 3aCTOCOBYBANACH KiHKAM
. B pamMKax KAIHIYHUX AOCHIHKEHD i nepeHocHacs qobpe.
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Tuxarpenop moxe COPUYHHATH HMPKOBY HEOCTATHICTh | BIIMBATH Ha HHUPKOBY E€KCKpeILifo
PO3YBacTaTUHY, 30LIbUIYIOUM PU3MK HOrO HAKOMHuECHHS., V ACAKUX BUNAAKAX CYMICHUH npuitom
THKarpeiopy i po3yBacTAaTMHY NPU3BOIMB JI0 SHWDKEHHS. (yuxuil HUpox, ImiBMINCHHS piBHs
kpeatunpocdoxinazu (KOK) ta pabiomionizy. Pekomenayernes TPOBOAMTH KOHTPOJIb QYHKUIT HUpOK
12 piBus KOK npn OAHOYACHOMY 3aCTOCYBaHHI THKarpenopy i po3yBacTaTuHy.

Bsaemooii, wjo eumazaoms Kopexyil do3u posysacmamuny

[Ipu Heobxinuocrti CYNYTHBOTO 3aCTOCYBaHHA PO3YBACTATHHY 3 iHIIMME NIKAPCHKUMH 3ac06aMu, fki
30LIbIIYIOTE  eKCIo3uILio PO3YBacTaTHHY, 103H OCTAHHBOIO MAIOTh 6yTu cxopurosami. Sl
O4iKyeThCS 36iNbImenHs excnosuuii (AUC) npubmusuo B 2 pasu abo BuIe, JiKYBaHHS cjin
PO3MOYKHHATH 3 5 Mr posyBacTaTiHy 1 pas na n06y. Makcumansha no6osa nosa PO3yBacTaTHHY NOBHHHA
OyTH BinperynsoBana Takum HMHOM, 100 ouiKyBaHa e€KCO3ULisg PO3yBacTaTHHY He MepeBHIlyBana
eKCMO3UIII0, 10 BigMiuvaeThes py npuidoMi 40 mr posysacraTuny Ha noby 6e3 3actocyBamHus
NiKapChKHUX 3ac06iB, 1o B3aEMOZIIOTH i3 mpenaparom. Hanpuxnan, npu sacrocysanni 3 rempibposunom
MaKCuManbHa 103a Po3yBacTaTHHY CTAHOBHTHME 20 M (1,9-xparne 36inbwenns), a IIPH 3aCTOCYBaHHI

SMCHLUIYBATH He MOTPiGHO, ane cilig AoTpuMyBaTHes obepexHocTi npu 36inbuenni 103u JNKapPCHKOro
3acoby Poxcepa® [Timoc monaz 20 mr.
Ta6auns 1

Brmus cynyrtaix JKapChKUX 3aco6iB Ha CKCMIO3HLII0 PO3yBaCTATHHY (AUC; y nopsaaxy 3menmenus
BEJIMYHHK) 32 OGN KOBAHNMHE AAHHMH KTiHiqHMxX AOCHIHKEHD

36inbwenns AUC posyBacTaTuHy B 2 pas3u a6o Ginbuie —‘
Pexum posyBauns Jikapebkoro 3acoby, wo|Pesxum nosysanus | 3mMinu AUC
B3aemMonic posyBacTaTuny posyBacraTuny*
Cod)ocﬁysipfaenna'racaipfnoacunanpesip (400 mr /|10 mr, onsopasosa nosa 17,4 paza
100 mr / 100 mr) + Bokcunanpesip (100 mr) onun
pa3 Ha noBy nporsarom 15 anis

Lukitocniopun Big 75 mr 10 200 mr agiui Ha noby,|10 mr oaun pa3 Ha 106y, (1 7,1 pasa

6 Micauin 10 nuis

Haponyramin 600 mr ABivi Ha KOGy, 5 NHiB 5 MI, onHOpasoBa no3a 15,2 pasa
Peropadeni6 160 mr oqun pas Ha 100y 14 nuin|5 mr, onxopaszosa nosa 13,8 paza
:TasaﬂaBip 300 Mr/pmouasip 100 mr onuH pas na | 10 wmr, O/IHOpa3oBa J103a 13,1 pasa
noby, 8 anis

Lgmenpmaip 150 14r opun pas Ha o6y, 7 nHis 10 Mr, onHopasosa no3a 12,8 paza
Bennaraceip 100 mr oguu pas Ha noby 10 mr, oaHopasoBa no3a 12,7 pasa
OmGiracsip 25 mr / napuranpesip 150 mr /|5 mr, ogHopasora go3a 12,6 pasa

pitoHasip 100 mr oauH pas na noby / nacabysip 400
MI ABivi Ha 106y, 14 auis

'pasonpesip 200 mr / enbacsip 50 mr oaun pas ua| 10 wr, OZIHOpa30Ba 034 12,3 pasa
no6y, 11 anuis

I'nexanperip 400 mr / nibpenracsip 120 mr oguu|5 mr OAMH pa3 Ha 106y, 7 auis | T 2,2 pasa
pas Ha hoby, 7 auir

Jloninasip 400 wmr / putoHaBip 100 mr gBiui ma|20 mr oanu pas Ha 100y, 7 aHis | 1 2,1 paza
106y, 17 anuie

Knonigorpeas 300 wmr HaBaHTaXCyBa/ibHa 1034, |20 Mr, oaHOpa3oBa no3a 1 2 pa3n
nicas Akoi 75 mr yepes 24 roj

FemdiGposnn 600 mr apiui na noby, 7 axis 80 mr, onHopazoBa go03a 11,9 paba

36inbwenns AUC PQ3yRacTaTHity MEHIIIE HibKk y 2 pasu y
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Pexxnm nozypannsn AiKkapebKoro 3acoby, uo Pexcnm pozyBanns 3minn AUC
B3aemogaie po3yBacraTuny posyBacraTuny*
Entpom6Gonar 75 mr oauu paz Ha noby, S nuis 10 mr, opHopasosa no3a T 1,6 paza
Hapymagip 600 mr/putoHasip 100 Mr agiui ma 10 mMr oaunH pa3 Ha no0y, 7 nuis |1 1,5 paza
no6y, 7 ouie
Tunpanasip 500 mr/putonasip 200 mr gpiui nal10 MT, OJJHOPa30Ba 1034 11,4 paza
no6y, 11 anis
Hponenapon 400 mr agiui ua noby Hegimomo 1 1,4 paza
[Tpakonason 200 mr oaun pas Ha no6y, 5 auis 10 Mr, oxgnopasosa nosa 1 1,4 paza **
3umxenns AUC posyBacraruny
Pexum posyBanns JiKapcnKoro 3aco0y, mo|Pexum A03yBanHs | 3Minun AUC
B3aemonic posyBacraTuny posyBacraTuny*
Eputpominny 500 mr HOTHpY pasu Ha no0y, 7 awis | 80 wmr, OAHOPa30Ba /1032 120%
baiikanin 50 mr Tpuui ua no6y, 14 anis 20 mr; ogHOpasoBa a03a 147 % N

*Mani, npeacTaBneni sk smina s x Pa3iB, ABAAIOTH oGO0 CHIBBIAHOLIGHHS MIdC 3aCTOCYBaHHAM posysacraTuHy
Y kombGinauii ta okpemo. ani, NPEACTaBNCH] y BUTIANi Yo 3MiHK, ABNSIOTH o600 BICOTKOBY Pi3HHMLLIO BiAHOCHO
NMOKAa3HKKIB NPH 3acTOCyBaHH] pO3yBacTaTUHy OKpemo.

36inbLWIEHHS N03HAYEHO 3Ha4KoM T, BIACYTHICTH 3MiH — >, 3SMEHIIEHHS — |,

**Byno nposeneno kinpka AOCAImKeHb Blaemogii 3 pisHUMKM f03amu posyeactatuny, y Tabmuui nomano
HaGinbLW 3Havyme criBBigHOLIeHH S,

Jlikaperki 3aco6u / KoMmOiHawil, AKi He Manu KaiHiuHO SHAYYyIIOTO BIVIUBY Ha CHiBBiAHOWeEHHS AUC
PO3YBAaCTaTHHY MPH OJIHOYACHOMY 3acTocyBaHHi: anernirtasap 0,3 mr 7 AHiB; peropibpar 67 mr 7 nuis
3 pasu Ha 106y; daryronazon 200 mr 11 gais 1 pa3 Ha noby; posamnpenarip 700 mr / puTonasip 100 mr
8 nHiB 2 pasu na R00y; keTokoHasox 200 mr 7 juin 2 pasu Ha 100y; pudamnin 450 Mr 7 auis | pa3 Ha
100y; cunivapun 140 mr 5 guip 3 pasu Ha 106y,

B xniniynux nocrmimkennsx JMIKapCHKOT B3aeMOzii e3eTumi6 IpY KOMOIHOBaHi# Tepanii He BrMBaB Ha
bapmakoxineTnxy AalCony, nexcrpomeropdany, AUTOKCUHY, NEPOPANbHHX KOHTpALENTHBIB
(ermHinectpaziony ta JICBOHOPTECTpENyY), Iillizuay, ToJI0yTaminy aGo Mifasonany. Ilumernann npu
KomBiHOBaHiii Tepanii 3 e3eTHMIGoM He BILTMBAaB HA 6i00CTYIIHICTE €3eTUMIOY.

Litu

Hocnimxenns B3aEMOZIT MpoBOMMNHCS MHme 33 ydacTio nopocnux. Crynine B3aemonii y mireit
HEBIIOMHIi.

Ocobnusocmi 3acmocyearna.
Bnaue na nupru

[Tporeinypis, Bussnena Y pesynerati awmanizy 3a TECT-CMYXKaMH, MEPEBaXHO KAHANBIIECBOro
NIOXOMKEHH, criocTepiranacs y nauiesTis, sxi JIKYBANMCS BUINMMH [103aMH PO3yBacTaTHHY, 30KpemMa
40 wmr, i y 6Ginbmocti sunagkis Oyna TuMuacoBow 260 liepepupiactoio. [lpoteinypis ne Gysna
nepeaABiCHUKOM roctpoi abo nporpecyroyoi XBOPOOH HUPOK (auB. po3ain «[106iymi peaknii»). Yacrora

3aCTOCYBaHHI 1031 Posysactatuny 40 mr. ¥ nauienris, sxi NPUAMAIOTH PO3YBACTATHH y /1031 40 MT, y
XOAl CHIOCTEPesKeHH s ¢1in PETYIIAPHO NEpeBipsTH (ByHKLIO HUPOK.

Bnnue na cxenemny Myekynamypy

Nopymenns 3 Goky ckemernof MYCKynarypH, HanpuKiaj miafris, mionaris Ta 3piika pabaomionis,
crocrepiranues y NaLiCHTIB, AKi npuitMany PO3yBactaTun y 6yae-aKux 403ax, 0COBMMBO Gifbiie 20 mr.
Bynu nosinomnenns PO BUNAAKK Mionartii Ta paGaomiosisy TpH 3aCTOCYBaHHI e3eTumiby. BinpuricTs
(aNi€HTiB, Y IKHX po3BUHYBCSH pabaomionis, npHitManu cTaTHHM OHOYACHO 3 esetumibom. Opnak npo

Sxmo BuHMKnA Nifio3pa Ha miomiio, mo [IPOABIKIETHCA M 430BOI0 CHABKICTIO | MiBUINEHHSM piBHS
KpeaTuHdochokinasu (K®K) 6inbie uix y 10 pasis BMH, npuiiopm. THMIOY, GyAb-aKuX craTHHIB

abo iHmWMX Aikapchbrux 3acobiB, ski npuiMaiics o HOY ‘ IIHO HerafHO NpPUIHH TH,
s D Aotk BTS TRsnafisan
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[Mauientu, sxi PO3MNOUMHAIOTE Tepanilo fikapchkuMm 3aco6om Pokcepa® ITmoc, marors OyTH
npoindopmoBani npo pusni BHHUKHEHHS MionaTii i noBuuni Heraiino NOBIZOMISATH IO 0SBy OyIb-
AKOrO M’A30B0r0 600, Yy TAHBOCTI a60 cnabkocti (aus. posmin «ITo6iumi peaxiiin).

CHMIITOMIB 3aCTOCYBaHHS NKapChKOro 3aco6y Pokcepa® ITmoc cnin UpunHHuTH. [loBigommsIocs npo
PCLUIUBH, KONH (NOBTOPHO) BBOAMIIM TO¥ camuif aGo IHIIMI CTATHH.

Pigens kpeamunxinazu

PiBens xpearunkinasu (KK) ne cnin sumiprosaty micns 3HAYHUX (i3UYHUX HaBaHTAKEHD 460 y pasi
HaABHOCTI anpTepHATHBHUX MpuunH nigsumenns KK, wo MOXYTh yCKAANHIOBATH iHTeprperaniio
pesyabraris. Skuio noyarkosi pisui KK 3HAYHO miABMINEH] (> 5 pasis Bin BMH), npotsrom 5-7 nuis
HEOOXiHO 3pobuTH NOBTOPHHUH aHai3, o6 MiATBEPAUTH PE3yNbTATH, Axmo pesynpraTy MIOBTOPHOTO

aHamisy MiATBEPKYIOTh, 110 MOYATKOBE 3HavenHs KK 6inpme nix y § pasis nepesutye BHM, we chifg
NOYMHATH 3aCTOCYBAHHS npenapary.

Ileped nowamiom MIKy8aHHs

[Tpenapar Poxcepa® Tlmoc, ax i irmi imribitopu I'MI-KoA PeayxTa3n, ciin 3 obepexHicTio
IIPU3HAYATH TMAallieHTaM 3i CXUIBbHICTO bi (o) MionaTi'l'/pa6,£[0Mioni3y. Ho daxtopis Takoro PH3HKY
HaJIeXaTh:

— HopymerHs GyHKUIT HEpOK;

— rinoTupeos; N

— HasABHICTE B ocobucromy abo CIMEHHOMY aHaMHesi crankoBmx 3aXBOPIOBaHb M’A3iB;

— HaABHICTb B AHAMHE3i MiOTOKCHYHOCT] Ha TJ1i 32CTOCYBAHHS IHITHX iHri6itopin 'MI"-KoA- penyxrasu
abo ¢ibparis;

— 3JI0BXHBAHHS aIKOTONeM;

— BiK > 70 poxis;

— CHTYyaulil, o MOXyTh NpU3BecTH A0 MiIBUIIEHHS piBHiB fipenapaty y masmi KpoBi (IuB. posainu
«Dapmaxoxiterukay, «B3saemozis 3 iHumamu MKapCHKUMH 3acob6amMy Ta iHum BUIHM B3aEMOAiii» Ta
«Cnoci6 3acrocysanns ta B031»);

~ CYIyTHE 3acTocyBaHHs (ibparis.

¥ Takux nauieHTie noB’ s3auuii is NIKYBaHHSAM PH3UK noTpi6HO ouiHIOBaTH, NOPIBHIOIOYH 3 0YiKYBaHOIO
KOPHCTIO; TaKoX PEKOMEHAYETHCA KIiHIYHMM MOHITOpHHr. SKINO MoYaTKOB] piBri KK 3nauno
nigsuineni (> 5 pasip Big BMH), nixyBanus nounraru e CIIif.

Y nepioo mepanii

Manientis cnix nonpocurn Heraiiio NOBIZOMAATH PO M’A30BHI 6ith, CHAGKICTE abo cynomu Hesifomol
erionorid, 0cobnuBO fKIO BOHM CYHPOBOJUCYIOTBCS HE3AYMKAHHAM a60 JUXOMAHKOW0. Y TaKux

3Ha4HO miaBMINeHi (> S pasis Bin BMH) a6o sixmo cumnoromu 3 Goky M’s3iB TKKI TA CHOPHYHHSAIOTH
WOACHHUH AMCKoMBOPT (HABITH KO nisui KK < 5 pasis i BMH). V pasi 3HUKHEHHS! CHMITOMIB Ta
nosepHennsa pisns KK a0 mopmu moxua TIOHOBUTH TEpanilo mpenapartom Poxcepa® ITmoc a6o
AILTEPHATUBHMM iHTiGiTOpOM 'MI-KoA-penyxrasnu y maitmenmiii 71031 Ta i peTenbHuM Harasom, B

Tepanii cTatHHamu, y TOMY 4HMCHi posyBactatMuoM. Kminivmmmu nposisamu IOHM ¢ cnabkicts
IPOKCHMANBHUX M’S31B Ta MiABHINEHHS PiBHS KpeaTMHKiHa3M Y CHpoBatui KpoBi, mo 36epiraerscs
HaBITh MIiCHA NPUNHHEHHS 3aCTOCYBAHHS CTATUHIB.

I[Tin yac knimiugmx NOCHIKEHD He Oyno otpumano aokasis OIABUIIEHOTO BIUIUBY Ha CKEJETHY
MYCKYNaTYpy Y HEBENHKOI KijIbKOCT NaLieHTIB, SKi npuiiManm PO3YBACTaTHH Ta CymyTHi NpenapaTH.
Onuak nigsuinenns usacrory MiO3UTY Ta Miomatii Bimsmauanocs Y MAUICHTIB, AKi mpuiimMany ixn
inribitopu  'MI" -KoA-penyxrasu pasom is noxiguumu  Gibpoesoi KHCIOTH, B TOMY uuchi
rempibposunom, [MKJIOCTIODHHOM,  HIKOTHHOBOIO  KHCAOTOIO,  a30/15HUMM NPOTHIPUOKOBUMH
lipenaparamu, inribiropamu nporeasu ta MaKpoJiiHuME aHTHGIOTHKAMM. lemdiGposun nigsumye
PU3MK Mionatii mpu CYIYTHBOMY 3aCTOCYBaHHI 3 JesKUMH inriGitopamu 'MI'-KoA. Tomy
3acrocysanns npenapat Poxcepa® ITroc y xoM0iHanii 3 remdpibposunom ve pexomenayerses. Kopuers
NofaneIIOl 3MiHM piBHa ninigis [IpH 3acTocyBanHi mpenapar epa® ILmoc y xombGimauii 3
hibparamu norpi6uo PETENBHO 3BaXKyBaTH i H PH3MKaMH, NOB’A3aHuMK 3

peecTpaLiitioro AoCke 10,




3aCTOCYBaHHAM Takux KomGimaniii. Mlosa posysacratuny 40 mr [IPOTHIIOKA3aHA NIPH CYIYTHHOMY
3acrocysausi (ibparis (nmB. posninm «B3aemonis 3 inmmmu niKapceKumu 3acobamu Ta imumi BHIH
B3aeMoAiii» Ta «[lo6iuni peakiii»).

[Ipemapar Poxcepa® [Tmoc we CIliJ| 3aCTOCOBYBaTH MauicHTaMm i3 FOCTpHMH, CEPHOSHUMH CTaHaMH, 1m0
CBiTYaTh Npo Mionatiio a6o MOJMUTHBICTD PO3BUTKY HUPKOBOI HEZIOCTATHOCT] BHACHIIOK pabnomiosmizy
(Takux sx cencuc, TinoTensis, 3Haune Xipypriune Brpyuanus, TpaBma, TXKKI MeTaboniyni, CHIAOKPHUHHI
Ta €NEeKTPOJITHI po3naau a6o HEKOHTPONIbOBaH] cymomu).

Dy3uooea xucroma

3aCTOCyBaHHS  (y3umOBOI KHCAOTH BBOKACTECS  HEOOXIAHMM, NiKyBaHHS CTATHHAMM noTpibHo
MPUIMHHUTH Ha Bech mepiop NiKyBaHHS (y3unoBoio Kucnoror. Bynu nosigomnenus PO BHUMAAKH

pabnomionisy (Bkmouaroun N€TaNbHi) y manieHTie, gki OTpuMYyBamn (y3umoBy KUCIOTY i cTaTHuy B
KoMOGiHanii,

HaNpUKNaz, Ut NiKyBaHHS BOXKKHX indexuiit, onnouache 3acrocyBauHs npenapaty Poxcepa® [Tmoc i
hby3uzosoi kucaorn MOXUTMBE TINBKH Nif peTeNbEMM MEIMYHHUM Hariasnom.

Brnue na neuinicy

Axi i imm inribitopy I'MI -KoA-penyxrasu, posysacraruu cimift 3 o6epexHicTio 3aCTOCOBYBATH
NauieHTam, ki 310BKUBAIOTE AJIKOToNIeM Ta/abo MalOTh B aHAMHE3] 3aXBOPIOBAHHSA MEYiHKH,
3acrocysannus nipenapary Pokcepa® ITmioc 40 mr/10 mr TPOTUIMOKA3AHO MAUiCHTaM, SKi 3TOBKHBAIOTE
AIKOTOJIEM.

Pexomennopano nepesipaTn Gioximiuni nokasuuiu Gynxuii nevinku NICPEN NIOYATKOM JiKyBaHHS Ta
qepes 3 micsi noToMmy. 3acTocyBanus npenapary Pokcepa® ITnroc cnig IPpUOVHUTH a6o 3MeHmuTH
A03y, AKIIO piBeHb Tpancaminaz Y CHpoBaTui KpoBi OinbHIe Hi BTPUYi MNEPEBHIIYE BEPXHIO MEXYy

Y nauienris i3 BTOPMHHOIO rinepxonecrepHHeMie}o, 3YMOBJICHOIO TiOTHPEO3OM a0o HeDPOTHUHHM
CHHAPOMOM, cnif crioyatky BHUJIKYBATH OCHOBHy XBOpOOY, fepl HiX posmouMHATH Tepaniio
npenaparom Poxcepa® IMioc, ,

‘. Biomo npo pinkicni neransyi a00 HeneTannbHi BuMaiKy NIEYiHKOBO] HEMOCTATHOCT] Y NamieHTis, sxi
NpUAMaNy cTatunm, B TOMY YHCJII PO3YBACTATHH. '
[Tin wac pocnimiens Yy NalienTiB, gxi 3aCTOCOBYBaJIM KOMOIHALIIO CTATHH Ta e3eTnmib, cnoctepiranocs.
fIOCTYNOBE MiABHMIICHHS PiBHIB TpaHcaminas (> 3 pasis Big BMH). Caia nposogutu ClJyHKLliOHaJIB'Hi
NMeYiHKOBI Npobu Ha o4aTKy Tepanii npenapatom Pokcepa® ITmoc Ta 3TiOHO 3 pekOMeHzamisMu
CTOCOBHO CTaTHHY (IUB. po3minu «PapmakokineTukay, «ITporunoxasanns» ta «Croci6 3aCTOCYBaHHS

Ta [o3uy).

Paca

Y nocnimxennax (apmakokinernxu CIIOCTEPIranocs 3poOCTaHHA CHCTEMHOT eKCrnosuuii npemapary y
MALliEHTIB MOHrONOIAHOT Pacu MOpIBHAHO 3 eBponeisMu (nuB. posminn «IIpoTunokasanusy Ta
«Crnioci6 3acrocysanns ta 1031»).

Ineibimopu npomeasu

[ligpumena cucremua CKCIO3MIIIA  posyBacTaTuHy crocrepiranacs B8 oci6, s 3aCTOCOBYBASH
PO3YBacTaTH CynyTHBO 3 pi3HUMM iHribitopamMu nporeasu Y noeaHauni 3 putonasipoM. Chnip
BPaxoByBaTH K KOPUCTH Bifl 3HMIKEHHS PiBHS ninigis 3a Aonomoromo PO3yBacTaTHHY y MauieHTiB i3
BUL, ski orpumyiors iHriGiTopr nporeasm, Tak | MOXNMBICT MiABHINCHHS KOHIIEHTpallii
PO3yBacTaTuhy y nnasmi kposi na NO4aTKy Tepanii Ta npu nigBumenni no3u po3yBacTaTHHy y
NaniexTis, gxi OTPUMYIOTE iHri6iTopu npoTeasn. Opnovacke 3acToCyBaHHs npenapaty 3 inri6itopamu
[IPOTCA3n HE DPEKOMEHAYETHCH, MOKM 1034 posyBactatuny ke Gyme ckopurosana (muB. po3aiau

J1031),

Yaro[pKeHo 3 Marepianami
peet:TpauiMHoro [0CHE




Iumepemuyiansne saxeoprosanns nezens

[Tooaunoxi Bumanxu IHTepCTUIIANBEHOTO 3aXBOPIOBaHHA JIEreHb OyJ/u 3apeecTpoBani npu 3aCTOCYBaHHI
ACAKMX CTAaTHHIB, OCOONMBO y pasi JNOBroOTpHBANOT Tepanii (auB. pospin «[lo6iuni peakmii). Jo
CHMITOMIB MOPYNICHHA HANEXAaTh AUCIIHOE, HENPONYKTMBHUN Kallelb Ta MOTIPIIEHHS 3arajbHOro
CTaHy (BTOMa, BTpaTa Macu Tifa Ta rapsuxa). SIkimo MiZIO3PIOETHCS, WO Y NalieHTa PO3BHHYJIOCH
IHTEPCTHIIANbHE 3aXBOPIOBAHHS JICTeHb, 3aCTOCYBAHHS CTATHHIB NOTPIGHO NPUIMHATH.

Llyxposuii diabem

Heski daxtu CBI4aTh, IO CTATHHU NiABHINYIOTh PiBEHb CIFOKO3M B KPOBi 1 Yy JEAKHX MAI[icuTiB 3
BHCOKMM PU3HKOM PO3BHTKY IyKPOBOro IiabGeTy MOXYTb CIPUYMHSTH MIEPrIIiKeMit0 TaKOro piBHS, IKa
BUMaratume nikyBaHus. ONQHAK 3HMIKEHHS PHU3UKY CYyIMHHUX MOPYWIEHb IIPH 3aCTOCYBAHHI CTATHHIB
TIEPEBHILLYE 110 3arpo3y, i TOMy BOHA He Ma€e 6YTH MifCTaBOO AUIA [IPUIIMHEHHA Tepamii cTaTuHaMu. 3a
CTaHOM MALI€HTIB I'PYNu pu3uKy (PiBEHb IIFOKO3H Hatuie 5,6—6,9 Mmone/n, iHgexc Macu Tina (IMT) >
30 Kr/m?, nigBrImenwii PiBeHb TpUrIiLEepuAiB, apTepianbHa TiNepTeH3is) CJTif BCTAHOBUTH 5K KIIiHiuHMi,
TaK |i GioxiMi4HuI KOHTPOE 3TiAHO 3 YMHHMMM HaCTaHOBaMH.

Y docnimkenusx 3dpCECTPOBAHA 3arajibHa 4YacToTa LYKPOBOIO AiabeTy CTamOBHiA 2,8 % y rpyni
NPUEOMY po3yBacTaTuHy Ta 2,3 % Y rpyni nnane6o, NepeBaskHO y HAIEHTIB 3 PIBHEM IIFOKO3HU HaTIIE
Bix 5,6 10 6,9 Mmmons/1i.

Dibpamu

Hochimkenns mono Gesnexu ta €(EKTHBHOCTI OJTHOYACHOTO 3aCTOCyBaHHs e3eTUMiOy 3 ¢ibpaTamu He
npososuan. Ilpu nigospi Ha JKOBYHOKaM'siHy XBOpoOy y mawuienTta, sikuil npuitmae posyBacratun/
e3eTumib Ta henoibpat, nokasani o6cTe K NS ’KOBYHOT'O MiXypa, a TaKy Tepaiito CIri OPU3YIIMHUTH
(1uB, posminu «Bzaemonis 3 iHmmMu JIKapChKUMHU 3acoGaMy Ta iHmm BUIX B3aeMopnii» ta «Ilobiuni
peaxiii).

Anmuroazynsanmu

[Tpu| nonaBauni npemapary Poxcepa® ITntoc a0 Bapdapumy, iHIIOrO KyMapHHOBOTO AHTHKOArYJISHTY
abo gnyinniony HeobxinHo 3aiiicHioaTy Monitopuar MHC Hane)xHuM ynnoM.

Himy ma nionimiu gixom 6id 10 oo 17 poxie

Brunus posysacraruny ma niniiteuii pict (3pict), macy Tina, IMT (imzexc macw TiNa) Ta PO3BUTOK
BTOPMHHUX CTATEBHX O3HAK 3a 1kanoio Taxepa y mitei sikom 10—17 POKiB OIIiHIOBABCS JIMIIIE IPOTATOM
oaugro poxy. ITicis 52 tixuis nocnimkysanoro NiKyBaHHS )KOIHOTO BILTMBY Ha PiCT, macy Tina, IMT
abo CTareBe A03piBaHHS BHABICHO He Oyno (muB. posnin «Dapmaxoaunamikay). Jlocig kninivamx
AOCIUKCHD 3aCTOCYBAHHA Mpernapary AiTaM Ta MiaTiTKam obmexxenuit, i goBrorpuBani edextu
3aCTQCyBaHHs posypactatuy (> | pik) Ha cTaTeBe 103piBaHHA HEBIIOMI.

Y kminiunoMy mocnimxensi y gitei ta M/UTKIB, AKi NpEAMATH po3yBacTaTHH mpoTAroM 52 THIKHIB,
migsuienns pisas KK > 10 pasis sume BHM ta cuMnToMHM 3 Ooxy M’a3iB micas (isuunoro
HaBaHTAXKCHHA abo miaBuuIeHo] (izuuHOT aKTUBHOCT CHOCTEPIranucs YacTiiie MopiBHAHO 3 TAKMMH y
Aopocnux (muB. posain «IloGiuni peakiiiy). '

Troiexi wixipui no6iuni pearyi :
[Ipu 3acrocysanni PO3yBacTaTHHY MOBIAOMIANOCS NPO TSHKKI MIKIpHI rO6iumi peaxuii, BKIOYaioun
cuHapoM CriBenca — JxoHCOHaA Ta MEIHKAMEHTO3HY peakuiio 3 eo3mHOBimicl0 Ta CHCTEMHUMY
cumnromamu (DRESS-cunzpom), sxi mosxyts 3arpoXKyBaTH YKUTTIO abo NPH3BECTH A0 AETANBHOIO
Hacniaky. I[pusHavaroun nikapchkuii 3aci6 NALICHTaM CIIijl MOBIZOMATH MPO 03HAKY TA CHMIITOMHM
TSKKHX MKIPHUX peakuiit i ysaxuo criocTepiraTi 3a HAMH. Y pasi nossu o3Hax Ta CHMIITOMIB, 1110
BKa3yl0Th Ha Wi peaxuil, ci1if HeratHo NpUIHHUTH 3aCTOCYBaHHA Jlikapehkoro 3acoby Pokcepa® IMimoc
Ta PO3MVIAHYTH albTEPHATUBHE JIIKYBaHHS.

Slkmo y nauienta posBuHyTack Taka cepiosna peaxuist, sk cuuapom Criserca — Jlxoncona a6o
MCAMKAMEHTO3HA peakllis 3 €03MHODINICIO Ta CHCTEMHUMH CHMIITOMAMH (DRESS-cunapom) nin gac
3acToCYyBaHHA fikapcekoro 3acoby Poxcepa® [lmoc, NiKYBaHHS HEOOXiAHO HeraifHO NMpHMUHUTH i
Ha/IaJTi HIKOJIM He 3aCTOCOBYBATH 1cii JKapChKuit 3aci6.

[Ipenapar Pokcepa® ITmoc micTuTs naxkmo3y. TlanieHTaM 3 piKiCHOIO CNaAKOBOO HETEPEHOCUMICTIO
FaNaKkTo3u, 3araibHuM Aedinutom nakrasu abo nopymeHHAM BCMOKTYBAHHA TIIOKO3H-TIAJaKTO3H HC
CIli/L 3aCTOCOBYBATH Lei Npenapar.
[Mpenapar Pokcepa® IMntoc mictuts menime 1 Mvons (23 mr)/no3y narpito, TO6TO NPAKTHYHO BinbHMIA
BIZl HATPIIO. '

YaromKkeHo 3 marepianami
peecTpaLiiiHoro A0CkE




3acmocysanns y nepioo éazimmocmi abo 200yeanns zpyooro.

INpenapar Pokcepa® IMmoc NIPOTHIIOKA3aHKK y Mepioa BariTHOCTI Ta TOAYBaHHS IPYANIO (AMB. PoO3min
«ITporunoxasasnmsy).

Ilepioa sarituocri

Xinkam penpoaykTusmoro BIKY CITiJl 3aCTOCOBYBaTH BIINOBIAHI 3aco6u KOHTpauernmii.

Ockinbku xonectepun Ta imumi NpOAYKTH GiocuHTe3y Xonectepuny CYTTEBO BaXIMBI A1 PO3BUTKY
TUIO/A, NOTCHUIHHUHA pusuk iHriGysanms ['MI'-KoA-penykrasu NICPEBHIIYE MOMAMBY KOPHUCTH Bij
34CTOCYBaHHS INpernapaTy y mepiof BariTHOCTI. Y nmeskux pocnimxeHusx ma TBApHHAX BHUSB/IEHO
PEMPOAYKTUBHY TOKCHYHICTB. SIKINO ManienTka BariTHie y nepioz 3aCTOCYBaHHS Npenapary, JKyBaHHs
CJUA HEraiHO NpPUIMHUTH.

Hemae xnimiunux napmx M0N0 3aCTOCYBaHHs €3eTMMIOY y mepioll BariTHOCTI. Hocigxenns na
TBAPHHAX i3 3aCTOCYBAHHAM e3eTumiby K MOHOTepanii He BHSBHAY DOKa3iB MPSIMOro a6o HENPAMOTo

WKIATMBOTO BMAMBY Ha BariTHICTS, BHYTPIIHLOYTPOGHUH PO3BHTOK, MONOTH a6o NOCTHATANbLHUH
PO3BHTOK.

[Tepion rO/lyBaHHS rpxgglo
[Ipenapar Pokcepa® IImoc ue cnig 3aCTOCOBYBATH y MEPIOA TOAYBAHHS rpynmo. PosyBacrarun

NPOHUKAE Y rpy/He MONOKO mypis. Hemae namux IOA0 MPOHNKHEHHS PO3YBACTATUHY Y IPYAHE MOTOKO
NIOANHY,

3
o inriGitopu I' MI'-KoA-pesyxrasu MOXYTb CIPHYUHATH CEpHO3HI HebaKaHi peakuii y memonnsr,
KIHKaM, FKi NOTPedyIOTh JTiKyBaHHs PO3YBACTATUHOM, CITil PEKOMEHYBATH yTpUMATHCS BiJI ro/lyBanus
IpYIIO.

Hocnimpxenns TTOKa3aM, Mo e3eTHMi6 MpoHMKac y rpyame MoJOKO mypis. Hemae pammx momo
TPOHUKHCHHA €3eTHMIGY y rpyane MONOKO momuuy. ‘

DeprisibHicTs -
Haui mopo BIIMBY e3eTuMIOy Ha (GepTuabHicTs mromuHu BIACYTHI. Esetumi6 He BrmBac na
PEMPOAYKTHBHY (yHKIIO CAMIIB Ta CaMOK 1ypiB, pO3yBacTaTHH IIpy 3aCTOCYBAaHHI Y BHCOKHX J03aX
Ma€ TOKCUYHUY BNNB HA MABI Ta coBax.

30amuicme  ennusamu na weuokicme  pearyii npu. Kepysawni asmompancnopmom abo inwumu
Mexanismamu.

He nposoammu gocnimkens IOAO BH3HAYEHHS BIJIUBY posyBacTatuny abo eszetumiOy Ha 3naTHiCTD
KepyBati aBToMobineM Ta MMM MexaHiYHIMK 3acobamu. OnHAK Opu KepyBanHi aBTOMOGiNEM Ta

3alaMOpPOYCHHS.

Chroci6 3sacmocysannn ma dozu,

[Mepen nouarkom NiKYBaHHs NamieHTy cin NPH3HAYUTH CTAHAAPTHY XOJICCTEPHHO3HIKYBaJIbHY JieTy,
SKOT CIiL AOTPHMYBATHCE | NPOTATrOM JiKyBaHHS.

Pexomenosana no60sa no3a — | TabNeTKa, Ky NPARMAICTS HE3ANEKHO BiJl npmitomy ixi, nepopansho.
Ho nepexony ma MKApCHKHUi 3aci6 Poxcepa® Ilmoc cran namienris MOBHHEH KOHTPOJIOBATHCS
CTaOITBHUMM  03aMK OKpEMHMX KOMITOHEHTIB Mpu OIHOYACHOMY 3acTocyBaumi. [[o3a npenapary
Poxcepa® ITmoc nosuuua Gasysarucs Ha 103ax OKPEMHX KOMIIOHEHTIB KOMOiHALiT B MOMEHT nepexoy.

odamkoga ingo I8 w0do cneyiansnux 2pyn HACeNeHHN
[auienru nitusoro pixy
[Manienram Bikom nonag 70 POKiB peKOMEHYEThCA MOYaTKOBA 7032 po3yBacTaTHHy 5 Mr (IHMB. po3ain
«Ocobausocti 3acTocyBanHs»). Jlonarkosa Kopexuis 103u He norpitua.
[lauienTy 3 nopymennam dysxuii uu OK
Jlns nauieHTiB 3 nerxam Nopymentsam GyHKIii HMpoK Hemae HEoOXinHOCTI y Kopekuii no3m.
PexomennoBana nouarkosa nosa Ans mauieHTis_3 nop YHKLI{ HHPOK nomipHoi TskxocTi

(knipeHe xpearuniny < 60 wmn/xa) dV:EfSE%’ﬁo% Witepenatiraruty. 3actocysanns mpe dpary
peecTpaliinoro AoCbE ﬂ/ » =
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Poxcepa® [Tmoc 40 mr/10 mr MPOTUTIOKA3AHO MAUICHTAM 3 NOPYWIEHHAM byHKIIT HEpoK nomipHoi
TOKKOCTL.  [lamientam 3 TsoKKUM MOpYIEHHAM  yHKUIT HHPOK 3acTOCyBaHHS npenapary
Pokcepa® IMoc MPOTHNOKA3AHO y Oyab-AkMX f[03ax (AMB. po3fiau «®DapmakokiHeTHKa» Ta
«[Tportunoxasanusy).

[lauienTy 3 nopywennam ¢pyukuii neviniu
Jns nanientis i3 newinkoBow HEJIOCTATHICTIO JIETKOro cTymnens (5—6 6aiB 3a MIKATO0 Haiinna — IT°10)
KOPEKLis J031 He MOTpiGHa. [Ipenapar Poxcepa® ITmoc re PCKOMCHIIOBAHMH Mali€HTaM i3 MOMipHOIO
(7-9 Gani 3a mkanow Yaiinna — IT'10) a6o TsuxKoi0 (Ginbime 9 Ganis 32 mkanoro Yaitnga — I1’r0)
NEYiHKOBOIO HEMOCTATHICTIO (auB. po3ginu «Dapmakoxinetuxa» ta «OcobIUBOCTI 3aCTOCYBaHHS»).
Ipenapar Poxcepa® IMmoc POTUMOKA3AHUH MaUiEHTaM 3 FOCTPHM 3aXBOPIOBAHHAM MCUIHKH (oms.
po3ain «IIpotunokasanusy).
Paca

Y nauientis MoHronoiaHoi pacH crocrepiranacst mifiBuineHa cucTeMHa CKCNO3MIIA mpenapary (1us.
poszinu «DapmakokiHeTHkay, «ITporunoxasannsy», «Ocobaupocti 3acTocyBaHHsa»). Pexomenpopana
MOYaTKOBa 1032 PO3YBACTATHHY NS MALCHTIH a31aTChKOr0 MOXOKEHHS CTAHOBHTH 5 MT. JHosa
40 mr/10 Mr npotunokasana MalieHTaM MOHTONOTIHOT pacu (auB. poszin «Ilporunoxasannsy).
Lenetnunmii nomimMopdism

Binomo, mo crnenudiuni tvnu remernunoro MOMMOpPhi3My MOXYTh NMPU3BOAUTH 10 36iNbIICHHS
excnosuuii posysacraruuy. Ilamicntam i3 HasBHICTIO TAKHX THIB noniMOpdisMy pexomenzyeThes
SMEHIIATH I000BY 103y PO3YBACTATHHY.
Josypanns ans manientis 3i exmnphictio 110 PO3BUTKY MionaTii

Pexomennosana nouatkona nosa Po3yBactatuny Juis NalieHTiB 31 CXMIBHICTIO N0 PO3BUTKY Miomarii
CTAHOBHTH 5 Mr (mauB. posmin «OcoBnuBocT 3aCTOCYBaHHA»). 3acTOCYBaHHS npenapary
Poxcepa® ITatoc 40 mr/10 mr nauientam 3 CXHIBHICTIO /10 PO3BUTKY MiomaTii MpoTHIOKA3aH0 (uB.
posain «IIporunoxaszanusy).
CynyTHs Tepanis
Posysacrarun e cy6erparom s PI3HUX TpaHCTIOPTHHX 6ikiB (nanpuxnan OATP1B1 Ta BCRP). Pusux
Mionartii (BKmoyaouy pabnomionis) migBuLyeThes NpU OIHOYAaCHOMY 3aCTOCYBaHHi PO3yBacTaTHHy 3
NEBHUMH NIKapCHKHMM 3ac06aMu, 31aTHUMH [ ABHILY BATH KOHIIEHTpalli] PO3yBacTaTHHY B I1a3Mi KpOBi
4epe3 B3ACMOAII0 3 UMMM TPAHCHOPTHUMY OiTKAMM (HaUpUKNaA 3 LMKIOCHOPHHOM Ta AESKHMM
inribitopamu nporteasu, BKTIOUAIOUN xomGinauii purtonasipy 3 aranasaBipom, norninasipom Ta/abo
TUIIPAHABIPOM, AMB. po3minu «OcobaHBOCT] 3acTocysanusm Ta «Bsaemogia 3 inmmmu nikapcskumu
3acobamu Ta iHmi BuauM B3aEMOJiH»). Criz posrisyTH IKTEPHATHBHE NIKYBaHHS i, AKIO HEOOXiHO,
THMYACOBO NPUNMHUTH Tepamito mnpemnaparom Poxcepa® [Tmoc, Y CHTyalisiX, KONM OAHOYACHOTIO
34CTOCYBAHHS LMX JIKapchbKUX 3acO0iB i3 mpenaparom Poxcepa® [Tmoe yuuxayTH HEMOIKITHBO, CJIif
3B&KUTH KOPHCT] T PU3HKHU BiJl CYIyTHEOTO 3aCTOCYBAHHS Ta PETebHO miAGupaTh 103y po3yBacTaTuny
(mue. posain «Bsaemoais 3 inmmmu NKapChKMMK 3aco6aMu Ta HUI, BTy B3AEMOii»).

]

Jimy
Besnexa ta epexrusnicTs 3aCTOCYBAHHS TAbNETOK po3yBacTaTury/e3eTuMiby Aitam (BixoM 10 18 pokiB)

Ha TAHWH Yac He BCTAHOBIIEHI, TOMY 3aCTOCYBaHHS npenapary Poxcepa® [1moc e pexomenayeTses mikk
BIKOBIi# rpymi.

Ilepedosyeanns.

Y pasi nepenosypanus PCKOMEHIY€EThCS MIATPUMYBAJIbHA TEPAIIiSA Ta CUMOTOMATHYHE NiKyBaHHI.
Posysactarun

ToTpiGen KoHTPOsH GyHKIIT MeuikKu Ta pisnis KOK. Epextusnicts reMofianizy ManoiMoBipHa.
Ezernmi6 A

Bynn nesixi nosinomnenus IO IePEA03yBaHHsl e3eTUMIOOM, y GLNBIIOCTI BUNIAAKIB He He CIPUYHHHUIIO
Hebaxanux aeuw. 3apixcosani no6iuni PeaKiii He MaTyu 3HAYHOrO BIIMBY.

Ho6iuni peaxyii.

Hecnpuarmusi peaxuii, axi CIIOCTEPITaloThCA HPU 3aCTOCYBAHHI pO3yBaCTaTHHY, K [PAaBHUNO, JNerki i
THMYaCOBI.

Y KOHTPONMBOBAHMX KMIHIYHHX NOCAI IKEHHsX MeHIIe 4 % MALi€HTIB, AKi 32CTOCOBYBaNM PO3yBACTATHH,
BUHILIIN i3 AOCHiKEHHS Yepe3 HeGaxani peaxuiii.

B tabnuui 2 npeacrasneno no6iuni peaxwii Ha 3aCTOCYBaHHS PO3YBACTATUHY, BU3HAYEH] Ha niacyasi

aHHX KIiHIYHUX | HOCTMAPKETHHIOBHX JOCAIKEHD, _ y
: ’ YarofKeHo 3 mateplanamu

peecTpauitHoro AoCkEe
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[Tow’s3ani 3 eserumiGom nobiuni peaxuii CIOCTepiraiiues 3 Gimbumow YacToToR y NauieHTis, ski
OTpumyBaiu esetumi6 (N = 2396), misc Y MaIieHTiB, sSKi oTpuMyBany mnaneo (N = 1159), a rakox y
NaienTis, sSKi OTpUMyBaIM CYNYTHIO TEpaIiio e3eTHMIGOM 3i cTaTHHAMK (N = 11308), Hix y tux, xT0
OTPUMYBAB MOHOTEpANiio CTaTHHAMH (N = 9361). [octmapkerunrosi no6igyi peakuii, nos’s3ani 3
eseTumibom, Gynu OTpUMaHi 3 MOBigOMIIEHD npo esetumib, o 3aCTOCOBYBABCA OKpeMo abo 3j
CTaTHHAMM. -

Hebaxani pearcuii KJIaCH(IKYIOThCS 3aexH0 BIZL YaCTOTH i cucTemu OpraHis: Jyxe gacto (> 1/ 10);
4acto (2 1/100 - < 1/10); newacro (2 171000 = < 1/100): pizxo (= 1710000 - < 1/1000); Ryxe pinko (<
1/10000); Hesinomo (e mosxna OLIHHTH 33 HATBHUMY JaHUMHK).

Ta6muus 2
[To6iuni epextu Ha MACTAB] AAHUX KITiHIYHUX | NOCTMapKETHHIOBUX JOCTIIDKEHE
Cucrema opranis . Yacrora
Heb6askani peakuii Po -
P o3yBacratun | Ezernmic
3 6oky xposi ma
nimpamuynoi Tpombouuronenis Pinko Hesinomo
cucmemu
3 boxy  imynnoi Peaxuit _ TinepyyTumBocCTi, Pinxo
cucmemu | BKIIIOYAKOYH aHrioenemMy
' Peakuii rinepuyTiaMBocCTi,
meoqa’foqn BUCHIAHHS, | Besindio
KPOIUB'AHKY  Ta  aHadinakTHyHi
peaxuii
3 6oky enooxpunnor . = 1
" P Uyxposuit nia6er Yacro -
3 6oxy 00Miny
peyosun ma | 3uuxxeHHs aneTury - Heuacro
Xapuysanus |
| 3 6oky ncuxiku Lenpecis Heginomo Hesinomo
3 6oxy uepsosoi | ['onoBHuii 6ing Yacro Yacro
cucmemu 3anamopouenus Yacrto Hesinomo
[Toninesponaris Lyxe pinko -
Brpara nam’gri ysxe pinko -
Ilepudepnyna nesponaris Hesigomo -~
P03J?am:1 CHY (BK/IIOYAroun Ges3coHHs Hesizomo _
Ta HIYHI XKaxu) :
[Tapecresis = Hewacro |
Miacrenis rpasic i Hesinomo -
3 Joky ouern Miacrenis ouei i Hesinomo -
3 6oky cydun [Ipurniuen, aprepianbHa rineprensia | — Heuacro
3 0oky  Ouxanvroi Kawens Hesigomo Heuacro
cucmemu, opeanig
epyoHoi  Knimxu ma Hucnuoe Hesigzomo Hesinomo
cepedocminms
3 6oxy wnynkoeo- 3anop Yacro Hesinomo
kuuixoso2o mpaxmy | Hynota Yacto Hewacto
Ab0MiHaNbHUI 6inp Yacro YacTto
| IMankpearnt Pinko Hesinzomo
| Hiapes Hesinomo Yacro
Cyxicts y pori - Heuacro
I"actput - Heuacro
MeTteopusm - Yacro
Hucnencis, racrpoesodareannua B Hewacro
pedmokcHa xBopoba
3 Goky | ITinpuiuenns PiBHA  neuiHkOBHX Pi
JC08406UBIONOI TpaHcamina: LAKO B 2
cucmemu Kowrauuusalyaronkeno 3 mateplanamii Iysxe piaxo - Y ]
PeecTpaLiNHOro A0CHE W % 15
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I"enaTur Hyxe pinko Hesinomo
Xosunoxam’sina XBopoOa - Hesinomo
Xoneuucrur - Heginomo

3 Goxy wripu ma Caepbin Heuacro Heyacro

nidwikipnux mxanun | Bucun Heuacro Heuacro
Kponus’suka Heuacro Hewacro
Cunzipom CriBenca — bxoHcona Hesinomo -
Mynstidopmua epurema - Hesinomo
Menukamenrosna peakiis 3

CO3UHODINIEI0  Ta  cucTeMmHEMH Heginomo
cumnrTomamu (DRESS-cunnpom)

3 6oxy m’azie ma Mianris Yacto Yacro
cnonyunoi mxkanunu | Mionaris (B TOMy uncni Miosut) Piaxo Hesinomo
Pabnowmionis Pijiko Hesinomo
| Aptpanris Jyxe pinko Heuacro
IMyHOOGYMOBNIEHA HEKPOTHYHA )
| mionatis Hesinomo -
.I'Iopymerms 3 BoKy cyxoxump, Hesinoms _
IHKOJIM yCKIa/IHeHI po3puBaMu
Binb y ciumi - Heyacro
M’s30Ba cnabkicrs - Heuacto
Bins y kinniskax - Heuyacro
M’s30Bu# cniaswm, 6ins y 1 - Heuacro
BoBuakonozni6rmii CHHIIPOM Pinko -
Po3pus m’s3is Pinxo -
3 6oky mupox ma
CeY08UBIOHOT TCemarypis Hyxe pinxo -
cucmemu
3 6oxy cmameeux
0peanie ma monounux | Iinexomacris Hyxe pigxo -
3an03 .
3azanvui nopywenns | Acrenis Yacro Heuacro
Habpsix Hesinomo -
[lepudepuunnii HabpsK - Heyacto
| Bromniosanicrs . - : Yacto
Bine y rpynsx, 6ins — Heuacro
Hani docnioxcens [linBuiuenns AJIT ta/abo ACT — Yacro-
[Tinsumenns pisug KOK Y cHpoBarnj |
KpOBl, MIABHIUEHHS piBHA ramma- |
rny'raminrpancnemm&m, - Heyacro

HMOpYyIUEHHS GyHKUiOHANEHIX
NEYiHKOBHX 11po6

'"Yacrora sanexurs Bill HagBHOCTI haxTopin PH3HKY (PiBEHb IIIIOKO3M HaTmE > 5,6 MMoJB/7,
IMT>30 kr/m?, nigsrmeni PIBHI TpHTIiLepuiB, aprepiafibHa rifeprensis s aHaMHe3si).

Sk i npn 3aCTOCYBaHHI IHINHUX 1HriGiTopis ['MIT -KoA-penykrasn, wacrora mo6iummx peakuiii Ha
3aCTOCYBAHHS PO3yBACTATUHY 3alI€XKUTh, K IIPaBHJIO, B JO3H.

Onwe okpemux mo6ivnmx peaxiijii

Braue na nupxu

Y nauientip, sxi 3aCTOCOBYBAMM PO3yBACTATHH, CIIOCTEPIranuch BUMAMKH MpoTeiHypii, nepesasxuo
KaHAJIBLCBOTO NMOXO/KEHHS (BH3HAueHO] 3a «TECTOM CMYXKH»). 3MiHn BMicTy Gimka y ceui Bin
BIACYTHOCTI uM chiftis a0 ++ aBo Ginbuie 3apeccTposani Iepes nesxuit wac y < 1 % nauienris, axi
NpuiiMany npenapat y n03i 10 mr ta 20 MT, Ta npubAK3HO y 3 % nauicuris mpu 3aCTOCYBaHHI 103H
40 mr. Hesnaune 36inbmenns yactory BUNIAAKIB MiABMICHHS Ginka y ceui BLA BiZicyTHOCTI a6o cninin
A0+ enocrepiranocs npu 3actocyBanHi 103u 20 mr. Y 6inpmocri i

SMEHIyBafach a60 3HMKaNa CHOHTAHHO npy s nperiapary. [lepernsa aa
O

Y3rofpkeHo 3 Matepianamu | /
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KITIHIYHHEX JOCII/DKEHD Ta IicIIpeECTPaliiftHOro JOCBiNYy 3aCTOCYBAHHS HE BUABHUB IPHYMHHOIO 3B’ A3KY
MiX IIPOTEIHYPI€I0 Ta rocTpuM abo MPOrpecyOYrM 3aXBOPIOBAHHIM HUPOK.
[eMaTypis cIocTepiraach y WAIli€HTIB, sKi 3aCTOCOBYBAIM pO3YyBAacCTAaTWH, i JaHl KIIHIYHHX
JOCI/KEHB CBiTYaTh PO 11 HU3BKY YacTOTY.
Bnnus Ha ckenemuy Myckyramypy
3MiHA 3 GOKY CKEJNETHOI MyCKYJIaTypH, Taki sK Miairis, MionaTis (B TOMy YHCIi MiO3UT) Ta PiKo —
pabomMioni3 i3 TOCTPOIO HMPKOBOKO HEJOCTAaTHICTIO abo Ge3 Hel crocTepiraiucs Npu 3acTOCYBaHHI
6yaB-SKHX 1103 PO3yBACTATHHY, 4 0CcOOIUBO NPy 3aCTocyBaHHi 703 > 20 Mr. Y manieHTiB, Kl TpuiMaTn
PO3YBACTATHH, CHOCTEPIraNocs J0303aIEKHE 3POCTAHHS pleB KK; y 6inpiuocTi Bunazakis ssrule Oyno
citabxuM, 6e3CMMIITTOMHMM Ta TUM4YacoBuM. ko pisui KK migsumeni (> 5 pasis Big BMH), nikyBanHs
CHif IpUIMHUTH (UB. po3in «OcobIMBOCTI 3aCTOCYBAHH).
Bnnue na nevinky
Sk i mpu 3acTocyBaHHi iHmuX inri6iropis 'MI-KoA-penykTasy, y HEBEIMKOI KillbKOCTi IIAUI€HTIB, AKi
npHiMaTH PO3YBACTATHH, CIIQCTEPIralocs 10303allexHe 301NbIIeH s PiBHS TpaHcamiHas; y 611bocTi
BUIAAKIB sBHIIE OyII0 C1abKUM, 6E3CUMIITOMHUM Ta THMYACOBHM.
[To6iuni peakmii, AKi CIIOCTEPIraiCh MpPK 3aCTOCYBAHHI JEIKUX CTATHHIB:
- cexcyanbHa D;I/ch)yHKum
- BUHSATKOBI BUIIAIKH iHTEPCTUIIABHOrO 3aXBOPIOBAHHS JIET€Hb, OCOOIIMBO IIPH JOBTOCTPOKOBiH
Tepanii (quB. po3ain «OcoOIMBOCT 3aCTOCYBAHHA).
PaGnomionis, cepitosni mopymenHs QYHKLIl HUPOK i IediHKH (IEPeBaXHO IONATalOTh B IIi/IBUILEHHI
IeUiHKOBHX TPaHCaMiHa3) CIIOCTEPIraiich Yactille Ipy 3acTOCYBaHHI Ipenapary y 103i 40 mr.
Iloxaznuku J1a6opamopuux 0ocniodicens
V KOHTPOJIbOBaHUX KIIIHIYHUX JOCTIIKEHHAX MOHOTepaHll €3eTMi0OM KIIIHIYHO 3HAYyIe HlI[BI/III.IeHHﬂ
cupoBarkoBux TpaHcMizas (AJIT Ta/abo ACT > 3 pa31B Big BMH) 6yno nonxi6auM npy 3aCTocyBaHH1
ezetumi6by (0,5 %) Ta mrane6o (0,3 %). V mochimxeHHSX KoMOiHOBaHOI Tepamil NifBHIUCHHS Y
Ginpmocti BHmankiB 6yno Ge3cHMIITOMHMM i He Oyno IOB’S3aHO 3 XOJiecTasoM. Hacrora mosBH
cranoBrna 1,3 % y HallieHTiB, AKi CyIyTHHO NpHiiMatn e3eTuMi6 Ta craTuH, Ta 0,4 % y naiienTis, AKi
NpUiMANTd TiMbKH cTaTHH. IIOKA3HMKM HOPMAII3yBAIMCA IICIs NPHIMHEHHA JiKyBaHHs abo IpH
IIPOZOBKEHHi Tepamii (muB. po3ain «QcobmuBocti 3acTocyBanHsa»). I1if 4ac KIIHIYHAX JOCTIDKEHD Y
MAli€HTIB, IO OTPUMYBAIH MOHOTepariio e3eTumibomM, 3pocranas KOK > 10 pasis sig BMH 6yno
3aikcoBano y 4-x 3 1674 (0,2 %) ta 'y 1-ro 3 786 (0,1 %) nanientis rpynu miane6o. Taxe x 3pocTaHHs
K®K 6yno 3adixcosano y 13 917 (0,1 %) mauienris, sKi CyImyTHbO IpuitMany e3eTUMI0 Ta CTaTHH, Ta
y 4-x 3 929 (0,4 %) mauienTis, ski npuiimams Tineku cratuH. He Oyno 3adikcoBaHo migBUINEHHS
mionarii a6o pabmomionisy, MoB’13aHUX 3 JIKYBaHHAM €3€TUMIOOM, IIOPIBHAHO 3 IPyHaMu KOHTPOIIO
(mnane6o abo MoHOTEpaIis cTaTHHOM) (AUB. po3xin «OcobIMBOCTI 3aCTOCYBAHHIY).

iTH
V niTeit Ta miuniTKiB, AKi NpUiMaIn pO3yBaCTaTHH, micis Gi3MYHOTO HaBaHTAXEHHS 200 IiABHMINEHOT
dismunoi akrusrOCTI miBamenns KK > 10 pasis 8ig BMH Ta cumnTomu 3 60Ky M’43iB criocTepiraiucs
yacTilre NOPIBHAHO 3 TAKUMHU y JOpOCUX (muB. po3nin «Ilo6iumi peakniin). IIpore npodine Gesnexu
PO3yBacTaTHHY y HiTel, MUTITKIB Ta JOPOCIIMX NOMIOHMHE.
V IiHIYHEX JOCTIIKEHHAX 3a y4dacTio Jite#t (Bikom 6—10 poOKiB) 3 reTEpO3UTOTHOXO CIMEMHOIO Ta
HeciMmeitHoIO Tinepxonectepunemiero (n = 138) mixsumenns AJIT ta/abo ACT (= 3 pasis Big BMH
cnocrepiranocs y 1,1 % mauientis y rpymi esernmiby nopismsizo 3 0 % y rpyni nnane6o. Iligsumenns
K®K (> 10 pasis ix BMH) Ta Bunaaku mionaTii He Oyam 3apeecTpoBaHi.
TloBizoMIIeHHS PO Mi03proBaHi mo6ivHi peakiii
I[MoBigomieHHs Ipo nobivHi peakuii micis peecrpariil JiKapchbKoro 3acoby Mae BaxJuBe 3Ha4eHHA. [le
Ja€ 3MOTy HPOBOJMTH MOHITOPMHI CIiBBIJHOIIEHHS KOPWCTE/PU3MK IIpM 3aCTOCYBaHHI ILbOTO
nikapcekoro 3aco0y. MeauunuM Ta (apMareBTHYHHAM IpAIiBHAKAM, a TaKOX NalieHTam abo ix
3aKOHHHM IPEJACTABHUKAM CIIiJI TIOBLIOMIIATH HPO yCi BUIIaNKH IMiZO3PIOBAHMX NMOOIYHHMX peakmid Ta
BiJIcyTHOCTI e€eKTHBHOCTI JIKapchKOro 3acoby uepe3 ABTOMATH30BaHy iHQOpPMalliiHy CHCTEMY 3
dbapmakoHarisay 3a nocwianuaM: https://aisf.dec.gov.ua.

Tepmin npuoamuocmi. 3 poxu.

YmoBu 36epiramm.
30epirat B OpUIiHAIBHIA YIAaKoBLi IS 3aXHCTY Big aif Bosorum Ta ceitna. Jlikapcekuit 3aci6 He
NOTPEGY€E OCOOIUBUX TEMIIEPATYPHUX YMOB 30epIrapisl. ..

36epll‘aTI/I Y HEAOCTYIIHOMY JIJIA ,IIITCPI MlCIIl. Y3I'0,£1)K8H0 3 MaTepianaMM
peecTpauiHoro Aocee




¥Ynakonska.
Io 10 rabnerok y Gricrepi, o 3 a6o 9 GricTepiB y kapronuiit KopoOii.

Kareropis Binnycky. 3a peLENnTOM.
Bupo6uux. KPKA, n.x1., Hoso Mmecto, CnoBenis/KRKA, d.d., Novo mesto, Slovenia.

Micnesnaxomxennus BHPOOHHMKA Ta agpeca micos NpOBaIKeHHS iT0oro JisabLHOCTI.

IImap’emxa uecra 6, 8501 Hoso mecro, Crosenis/Smarjeska cesta 6, 8501 Novo mesto, Slovenia.

Hata ocrannboro neperJsigy.
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