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HayuyHn 3akiroyeHns

MeThOpMUH, MPUIOXKEH CaMOCTOSTENTHO UN B KOMBMHaLMUS C APYrM nekapcTBa, ce cYMTa 3a CPeAcTBO
Ha NbpBUK M360p NpU NevyeHMeTo Ha 3axapeH anabet 2 Tun (342T) u ce nsnonsea wupoko B EC. 3a cera
ynoTpebaTta Ha MeT(hOPMMH NpU NauneHTn ¢ 6bbpeyHa HeAOCTaTbYHOCT HE € XapMOHM3MpaHa Ha
TeputopusaTa Ha EC, kaTo TO € NpoTMBOMNOKasaH Npu NauMeHTn B pas/IMyHM CTaAuM Ha yMepeHa
6bb6peyHa HefoCTaTbYHOCT B 3aBMCMMOCT OT AbpXKaBaTta YieHka v npoaykra. lpuema ce, ye e B
nHTepec Ha Cblo3a Aa ce Hanpasu NpeoLeHKa Ha aAeKBaTHOCTTa Ha CeralHuUTe Npenopbky 3a
NpoAYKTUTE, CbabpXKalm MeTOPMMH, NO OTHOLLEHME Ha ynoTpebaTta UM Npu NaUUEHTU C yMepeHa
6bb6peyHa HefoCTaTbYHOCT, KaTo Ce B3eMe npea Buj AoCTbNHaTa MHGOpMaLMsa OTHOCHO pUCKOBeTe OT
nakTaTHa aumposa. Te3u nauMeHTW npeacraBnsaBaT MHOro6poiHa nonynauus, KoTo 3a cera Moxe_aa
HAMa AOCTbN A0 NON3uTe OT METOPMUH Ha usanata Teputopus Ha Cblosa. Q)(S'

Ha 25 aHyapu 2016 r. XonaHauns pecnekTMBHO obpasyBa npoueaypa no uned 31 ot Aupek
2001/83/EO n noncka ot CHMP ga oueHn BNMSSHUMETO Ha ropeonucaHnTe NpUTECHEHUS Bé\/

CbOTHOLLEHMETO MOJI3a — PUCK Ha SIEKapCTBEHUTE MPOAYKTU, CbAbpKalUuM MeTdhopMm Aa uspane
CTaHOBMLLE OTHOCHO TOBa Aasin CbOTBETHUTE pa3pelleHuns 3a ynoTpeba Tpsbsa Aa@n T 3anaseHu,
U3MEHEHWN, BPEMEHHO CNPEHU UNUN OTTEINEHN. (b

%
N
LisnoctHo o606LyeHne Ha HayYyHaTa oyeHKa %)
Mon3ute oT METOPMUH Npu neyeHme Ha 32T Npu NauneHTn C yMm &) HapyweHune Ha 6bbpedHaTa
dyHKUMSA ca AEMOHCTPUPAHM NO OTHOLLEHME Ha HaMansBaHeTo pPAEYHOCBHAOBMSA PUCK U
CMBPTHOCTTa MO BCUYKM NPUYNHU. OCBEH TOBaA, JIEYEHUNETO C ﬁbr;&&)opMMH 3abaBsi NO-HATaTbLIHOTO
B/lOWaBaHe Ha 6bbpeyHaTa PyHKUMSA M OCUrypsiBa AOMBAHURENHM 3HAYMMU MUKPO- 1 MAaKpPOCbAO0BU

non3uv Npuv Ta3n nonynaunsa ot NnauneHTw. \2\

Han-4yectnte HexenaHu edekTtn, HabnoaaBaHu Bb@aska ynoTtpebaTta Ha MeTPOPMUH Npun Xopa C
anabeT, ca nekn 40 yMEpeHU CTOMALIHO-4YpeB Q&ATMH, BK/IOYBALLM Anapus, rageHe, noBpbLlaHe,
KOpeMHW 60nKM 1N HamaneH anetut. KaTo ce Q?Qroqm nakTtaTHaTa (Mne4yHokucenaTa) auMaosa,
LUANOCTHMAT Npodun Ha 6e30NacHOCT Ha OPMUH MpW NaumMeHTn C yMepeHo HapylleHne Ha 6bbpeyHaTa
dyHKUMS e nogobeH Ha npoduna Ha 6@3onaCHOCT NMpu NauueHTn c HopManHa 6bbpeyHa pyHKUMS.

PUCKBT OT nakTaTHa auMaos3a e @w pAObK B KIMHWYHATA NPakTUKa U B 60AWMHCTBOTO OT ClyyauTe
ca Habnaasa caMmo npu cnem?\ oMoul. B fonb/IHEHNE, BbNPEKM YE HE MOXE [1a CE U3KITHUM

NpUYNHHA Bpb3Ka, HE MET H, @ Apyrn akTopu ca Hall-BEpOSITHO MpUYMHATA 3a NlaKkTaTHa

aumaosa. Q

KaTo usano, MeTqaop@\g\e n3nonssaH 6e30nacHoO Npu NauMeHTU C YMEPEHO HapyleHne Ha 6bbpedHaTa
dyHKUMS B Hama@m Ao3un, 6e3 ga NpMYMHABa 3HA4YMMO NoBMLLABaHe Ha MeTPOPMMHA UK NaKkTaTa B
nnasmata. H rnoBeye — Hal-HOBMTE KIIMHUYHW YKa3aHMs 3a NedeHmneTo Ha 32T npenopbyBaTt
ynoTpeba MeT(OPMUH NPUN yMEPEHO HapylleHne Ha 6bbpedHaTa dyHKUMA. Tbil KaTo CbliecTBYBa
SCHa MMoCT Mexay 6bbpedHaTa dyHKUMS N eKcno3numsaTa Ha MeTPOpMUH, MOXe Ha H6a3aTa Ha
npeﬁr

1000 mg/AaeH Npu NauneHTn C YMepPEHO HapylweHue Ha 6bbpeyvHa yHKUMS, CbOTBETHO B cTaauh 3a u 3b.

aBeHWUTE [laHHM Aa ce Aaje 3aK/oueHne 3a npenopbunTenHa AHeBHa Ao3a ot 2000 mg/aeH u

B 3akntoueHne, Bb3MOXHOTO MOBMLLABAHE Ha pUCKa OT slakTaTHa aumao3a 6u Morno B AocTaTbyHa CTeneH
Aa ce ceBefe A0 MMHUMYM MNpU NauLMeHTU C YMEPEHO HapyleHne Ha 6bbpeydHaTa dpyHkuma (GFR (ckopocT
Ha rnomepynHa puntpaumnsa) Haa 30 ml/min) ¢ AcHa nNpenopbka 3a A03npaHe, AOMbIHUTENHO
npocneasisaHe Ha HmeaTa Ha GFR npeau u no BpemMe Ha /ile4EHUETO, N aKTyanusnpaHe Ha
npeaynpexaeHusata n npeanasHute mepkun B KXIM n nucroekata 3a notpebutens. OcBeH ToBa pyTUHHOTO
HaMmansiBaHe A0 MMHUMYM Ha pucKa e ce paswupmn, Taka vye B NMAQB aa ce BkAOYBa KyMynaTtmBeH 0630p
Ha nakTaTHaTa auMaosa M LueneHaco4YeH BbMNPOCHUK,



Ha 6a3aTa Ha npepa3rnexaaHe Ha BCUYKWM HaMYHW AaHHM 3a 6e30MnacHOCT U eddUKaCHOCT,
CbOTHOLLEHNETO MeXAY Mof3a U PUCK Ha JIeKapCTBEHUTE NPOAYKTHU, CbAbpXKallm MeTOpPMUH, OCTaBa
6naronpusTHO U Ce NpenopbyBa paspelleHnsTa 3a ynotpeba Aa ce U3MEHST MO OTHOLWEHWe Ha ynoTpebaTa
npu HapyweHue Ha 6bbpeyHaTa dyHKUMS.

C ornea Ha n3noXeHoTo no-rope CHMP gocturHa Ao 3akfiovyeHneTo, Ye CbOTHOLWEHUETO Moi3a — PUCK
Ha JleKapCTBEHUTE MPOAYKTUN, CbAbpXalwM METHOPMUH, € MOJIOXKUTENTHO NMPU NMPOMEHNTE B NpoAYyKTOBaTa
MH(OpMaums, KaKTO ca OnMcaHu rno-rope.

OcHoBaHuA 3a ctaHoBuweTo Ha CHMP b"b
KaTo ce nma npeasua, ye: %)

e CHMP npernega npoueaypata no yneH 31 ot AunpektmnBa 2001/83/EO 3a neKaHM
NPOAYKTU, CbAbpPXaLLn MeTOOPMUH. %

e CHMP npepasrnega usanocTHUTe aaHHK, nogaaeHun ot MNPY OTHOCHO 6e30(5(@0c1'ra 7]
edunKacHOCTTa Ha sieKapCTBEHUTE MPOAYKTU, CbAbpXalin MeThopMm JleyeHne Ha 3axapeH
avabeT 2 TMn Npu NauuMeHT C YMEPEHO HapyLUeHMe Ha 6b6peqHaq\)\$:Kum (GFR 30-

59 mil/min), dokycnpankm ce BbpXy pucka OT JlakTaTHa aumg

e CHMP cuuTa, 4e cblecTBYBaT AAHHWU OT KIIMHUYHUTE U € MWONIOTMYHUTE NU3NUTBAHUSA, KOUTO
rnokassaT nonsute oT ynotpebarta Ha 1IeKapCTBEHU Mpo, 1, CbabpXaln MeTMOPMUH NMpuU
nauMeHTn C yMepeHo HapylweHne Ha 6bbpedHaTa d@mﬂ (GFR 30-59 ml/min).

e CHMP B3eMa npeaBuna AaHHUTE OT enUMAEMMNON0 UTe M3NUTBAHUS, KOUTO Ca NoKasanun, ye
NakTaTHaTa aunao3a € MHOro psiAKo CbCTO
oCcTpo 6b6peyvHO nnNM Kapamopecnuparto
MNMonyyeHUTe HeOTAaBHA Hay4HW AaH
nakTaTHa aumaosa ca Kap,qmoreHe@
KOeTO NlakTaTHaTa aumaosa He eﬁ%}psquo NpUYNHEHa OT JIEYEHNETO C MET(OPMUH.

KOeTO Han-4ecTo HacTbMBa npun nauneHTn c
CbpA€YHO U ,Cl,anTeﬂHO) 3abonaBaHe unm cencuc.
AAT A0 3aKJTloYEHNETO, Y€ OCHOBHUTE NPUYNHU 3a
XMNOBOJIEMUNYEH LWIOK, TEXKa TpaBMa U Ccencuc, nopagu

e CHMP cuuTa, uve ny6nw<a£€qe B MegMuMHCKaTa nMtepaTtypa ca nokasasnaun, Ye MeT(OpMUH B
HaMasieHa Jo3a Moxe 6
6bbpeyHaTa dyHKL o Taka nybnmMKyBaHUTE enMAEMUONOrMYHM NMPOYyYBaHMS NOKasBaT, ye
MeThOPMUH qec@ M3Mos3Ba B KIMHWYHATa NpakTuUKa Npu naumeHTn C yMepPEHO HapylleHue Ha
6‘b6peHHaTa$ LUMS, KaKTO € OTPa3eHO B CerawHuTe KJIMHUYHU yKa3aHusa, 6e3 nspaseHo

aCHO Aa ce u3nonsea npu naumMeHT ¢ yMepeHo HapyleHne Ha

nosBuilaBaH PUCKa OT NlaKTaTHa aunaosa uian Apyrm CEpuUo3HN HeXenaHU peakunin.

e CHMP MHEHWE, Ye PUCKBLT OT SlaKTaTHa auMao3a MoXe Aa ce HaManan 40 MUHUMYM Npu

na @n’m C YMEpEHO HapylweHne Ha 6bbpedHaTa MYHKLUMS Ype3 ACHU NMpenopbku 3a
poBKaTa, AOMbAHUTENHO NpocneasiBaHe Ha HMBaTa Ha GFR npean n no Bpeme Ha

Q eYeHNEeTOo U aKTyasim3MpaHe Ha KpaTKaTa xapakTepucTuka Ha npoaykrta (KXM) u nuctoBkaTa
3a notpebutens (JIM). B gonbAHEHNE PYTUHHUTE AENHOCTU NO Npoc/ieasaBaHe Ha
NekapcTBeHaTa 6e30MacHOCT LWe Ce paswupsT, 3a Aa BKIOYAT KYMy/aTUBHO NMpepasrnexaaHe u
LiefileHaco4YeH BbNPOCHMK 3a Npoc/ieasaBaHe Ha CydYauTe Ha NlakTaTHa aumaosa, KouTo aa ce
nogasart ¢ nocneasawmte NMALDB.



CraHoBuuwe Ha CHMP

B pesynTtaT Ha ToBa CHMP cuuTa, Ye CbOTHOLIEHNETO NON3a — PUCK HAa NeKapCTBEHUTE NPOAYKTH,
CbAbpXawm MeThOPMUH, OCTaBa MOJSIOXKUTESNTHO NpPpU YCNOBUATA Ha U3MEHEHMSTa B NPOoAYKTOBaTa
nHdopmauums.

CneposaTtenHo, CHMP npenopbyBa M3MEHEHMETO B YCNOBUATA Ha pa3pelleHneTo 3a ynoTpeba Ha
NlekapCTBEHUTE NPOAYKTW, CbAbpXaliM MET(OPMUH.
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