NNPUJIIOXKEHHUE 1

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



vTom JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO HabmomeHre. ToBa 1e mo3Boim 0bp30TO
YCTaHOBSIBaHE Ha HOBAa MH(OpMAIUsl OTHOCHO Oe3omacHOCTTa. OT MEUIIMHCKUTE CICIUAINCTU CE H3UCKBA
Jla choO0IIIaBaT BCsKa MMOI03MPaHa HeXKelaHa peakiius. 3a HaurHa Ha choOIaBaHe Ha HeXKEaH! PeaKIuu
BIDKTE TOYKa 4.8.

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,25 mg uHXeKIHOHEH pa3TBOP B MPEABAPUTEIHO HAITbIHEHA MTUCAIIKa

Wegovy 0,5 mg nHXeKIIMOHEeH pa3TBOP B MPEIBAPUTETHO HAIIBJIHEHA THCAJIKA

Wegovy 1 mg nHXeKIIMOHEH Pa3TBOP B IPEABAPUTEIHO HAIIBJIHEHA IUCAJIKA

Wegovy 1,7 mg HHXEKIIMOHEH Pa3TBOP B NIPEIBAPUTETHO HAITbIHEHA MTUCATKA

Wegovy 2,4 Mg HH>KEKIIMOHEH Pa3TBOP B NMPEIBAPUTEIIHO HAIBJIHEHA ITHCAIIKA

Wegovy 0,25 mg FlexTouch umkekioHen pa3TBop B IIpeaBapUTEIHO HATBIHEHA ITHCAIKA
Wegovy 0,5 mg FlexTouch umxkekroneH pa3TBOp B MPEABAPUTEIHO HAIIBIHEHA ITHCATKA
Wegovy 1 mg FlexTouch nxxekunoHeH pa3TBOp B MPEIBAPUTEIIHO HAITBIHCHA MHCAIKA
Wegovy 1,7 mg FlexTouch unxekinnoHeH pa3TBOp B MPEABAPUTEITHO HATBIHEHA MHCATTKA
Wegovy 2,4 mg FlexTouch umkekinoHeH pa3TBOp B IPEABAPUTEIHO HAIIbIHEHA ITHCATKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

IIpenBapuTenHO HaITbJIHECHA MMMCAJIKA, €AHOI030Ba

Wegovy 0,25 mg unowcexyuonen pazmsop
Bcesika enHO030Ba IpeIBapUTETHO HAITBJIHEHA THcaNKa chabpka 0,25 mg cemarnytua (semaglutide)* B
0,5 ml pazrBop. Exua Munumutsp pa3tBop cbabpxa 0,5 mg cemarmyTum®.

Weqgovy 0,5 mg unocexyuonen pasmeop
Bcesika emHOI030Ba ITpeIBapUTEIHO HAITBIHEHA MHcalika ChIbpxka 0,5 mg cemarmyTun (semaglutide)™ B
0,5 ml paztBop. EnvH MUTHIIATED pa3TBOp Chabpka 1 mg cemarmyTum™.

Weqovy 1 mg unocexyuonen pasmeop
Besika eHO/1030Ba MPEIBAPUTEITHO HATBIIHEHA THCANKa ChIbpika 1 mg cemarnyTuy (semaglutide)* 8 0,5 ml
pa3TBop. EMuH MUIIMIUTED pa3TBOpP ChIBbPKA 2 Mg ceMariayTH .

Weqovy 1,7 mg unscexuuonen pasmeop
Bcsika emqHOM030Ba TIpeIBapUTEIHO HAITBIHCHA MTACANTKA ChAbpxka 1,7 mg cemarmytun (semaglutide)* B
0,75 ml pazrBop. EnnH MumminuTsp pa3tBop chabpxa 2,27 mg ceMariyTua*.

Wegovy 2.4 mg unoicexyuonen pasmeop
Bcesika enHOI030Ba MIpeIBAPUTENTHO HAITBJIHEHA TIHCANIKA ChIIbpKa 2,4 mg cemariayTun (semaglutide)* B
0,75 ml pastBop. EnuH Munmuiutsp pa3tBop chabpxa 3,2 mg ceMarayTua®.

IIpenBapurenso HambiHeHA nucanka, FlexTouch

Weqgowy 0,25 mg FlexTouch unorcexuuonen pazmeop npedsapumenno HanvaneHa nUCaiKa

Bcsika mpeaBapuTeTHO HaTBIHEHA MACANTKA Chabpka 1 mg cemarnytun (semaglutide)™ B 1,5 ml paztBop.
Enun Munmunutbp paztBop chabpika 0,68 mg cemarnytua*. EnHa npeaBapuTeIHO HATbJIHEHA MTHCANIKa
cpabpka 4 no3u o 0,25 mg.

Wegovy 0,5 mg FlexTouch unorcexyuonen pazmeop npedsapumento nanvinena nucaika

1,5 ml: Besika npeiBapuTEIHO HaITbJIHEHA MHCAJIKA ChAbpka 2 mg cemarnytun (semaglutide)* B 1,5 ml
pastBop. EnuH Mummmtsp pa3tBop ceaspxa 1,34 mg cemarmytua®. EnHa npenBapuTeHO HaIrbIHEHA
ncanka ceabpxa 4 go3u mo 0,5 mg.




3 ml: Besika mpeBapuTelIHO HaITBbJIHEHA TTHCAKa Chbpika 2 My cemarayTua (semaglutide)* B 3 ml
pastBop. EnuH Mummmtep pa3ztBop ceabspxa 0,68 mg cemaraytua®. EnHa npenBapuTeHO HaIrbIHEHA
nucaiika cbabpika 4 go03u o 0,5 mg.

Weqgovy 1 mg FlexTouch unorcexuuonen pazmeop npedsapumenno HanviaHeHa NUCAIKA

Bcska mpenBapuTenTHO HaITbIHEHA MMHCANTKA ChAbPkKa 4 mg ceMarmyTun (semaglutide)™ B 3 ml pa3Tsop.
Enua Munmuutsp pazteop chabpxa 1,34 mg cemarnmytun*. EqHa npenBapuTelHO HAITBJIHEHA MTHCATKA
chabpka 4 no3u o 1 mg.

Wegovy 1,7 mg FlexTouch unocexyuonen pazmeop npedsapumento nanvinena nucaika

Bcesika npeaBapuTenHo HambIHEHA MUCalKa chabpxa 6,8 mg cemarmytun (semaglutide)* B 3 ml pastBop.
Enun Munmuautsp pa3tBop chabpika 2,27 mg cemarnytun*. ExqHa nmpeaBapuTeIHO HaITbJIHEHA MTUCANIKA
cpabpxa 4 no3um mo 1,7 mg.

Weqgowy 2,4 mg FlexTouch unorcexuuonen pazmeop npedsapumenno HanvaHeHa NUCaIKa

Bcsika mpeaBapuTeTHO HaITBIHEHA MACANTKA ChIAbpkKa 9,6 mg cemarmytun (semaglutide)* B 3 ml pasztBop.
Enun MUmMmuThp pasTBop chabpika 3,2 mg cemariaytua*. EnqHa nmpenBapuTeIHO HalTbIHEHA MTUCAIKa
chabpKa 4 1o3u 1o 2,4 mg.

*aHaJI0T Ha YOBEIKMS TIIIOKaroH-moaooen nentua-1 (GLP-1), npoussenen B kieTku ot Saccharomyces
cerevisiae mo pexkom6bunantHa JJHK texHomorus.

3a IBIHMS CHUCHK Ha IIOMOIIHUTE BEIMIECTBA BIKTE TOYKA 6.1.

3. JIJEKAPCTBEHA ®OPMA

WHxeKIroHeH pa3TBop (MHKEKIUA)
buctbp u 6e3uBereH n3oToHN4YeH pa3reop; pH=7,4.

4. KIMHUYHU JAHHHU

4.1 TepaneBTUYHHU NMOKA3aAHUSA

Bnb3pactHu

Wegovy e moka3zaH Karo JOIbIHCHHE KbM HUCKOKAJIOPUYHA JIUETA M PEKUM C MOBUIIICHA (hU3NIECKa

aKTHBHOCT 32 KOHTPOJIUPAHE Ha TErJI0TO, BKIIOYUTEIHO 32 HAMAJISIBAHE HA TETJIO M MOJIbPXKAHE HA TETIIOTO,

TIpH BB3PACTHH C ITbPBOHAYAJICH HHICKC Ha TenecHaTta maca (U TM) ot

. >30 kg/m? (3aTIBCTABaHE), MIH

. >27 kg/m? o <30 kg/m? (HagHOPMEHO TErI0) MpH HAIMYKE HA TOHE eHO, CBBP3aHO C TErJI0TO
CBITHTCTBAINO 3a00JIABaHE, KATO AUCTIUKeMHs (TpeanadeT wim 3axapeH auadeT TH 2), XATIePTOHHUS,
JUCITUITUACMUS, OOCTPYKTHBHA ChHHA aIlHEes! WU ChPACYHOCHI0BO 3a00JIBaHe.

3a pe3yATaTUTE OT U3MUTBAHUATA IO OTHOILIEHUE HA HAMASIBAHETO HA ChPACYHOCHIOBUS PUCK, ChbpACUHATA
HEJI0CTaTHYHOCT, CBBhp3aHa ChC 3aTIBCTIBAHE U U3CICABAHUTE MOITyJIAlUY, BUXKTE ToUKa 5.1.

IOuommu (>12 roguan)

Wegovy e mmokaszaH KaTo JOITbIHEHHE KbM HHUCKOKAIOPHYHA THETA M PEKUM C TIOBHIIICHA (hU3UUECKa
AKTHBHOCT 32 KOHTPOJIUPAHE Ha TETJIOTO MPH FOHOIIN HA U HaJ 12-ToUIITHA BB3PACT ChC

. 3aTIIBCTSBAHE™® U

. TesecHo Terio Hax 60 Kg.

Jleuenueto ¢ Wegovy TpsiOBa Jia ce PEyCTaHOBH U OI[CHU OTHOBO, aKO FOHOIIMTE HE Ca HAMAJIMIIHA CBOS
HUTM c none 5% cnen 12 ceqmuru Ha o3a 2,4 mg Wik Ha MaKCHMaJIHAaTa TOHOCUMA J1034.
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*3atmpcTaBane (MTM >95-tu nmponeHTHNT) KakTo € qeduHupaHo B uarpaMure 3a pactex 3a UTM, cnenuduynu 3a moia u
BB3pacrTa (CDC.gov) (Bx. Tabmuma 1).

Taoauua 1 I'panuynu Toukn Ha UTM 3a 3aTirbeTsiBaHe (Z95-TH NPOLEHTHII) N0 MOJI ¥ Bb3PACT 3a
neAuaTPUYHU MANMEHTH Ha Bb3pacT 12 u noBeve rogunu (kputepuu Ha CDC)

Brspacr (roxum) UTM (kg/m?) na 95-TH npoueHTHI
MBbKKH 110JI Kencku noJ
12 24,2 25,2
12,5 247 25,7
13 25,1 26,3
13,5 25,6 26,8
14 26,0 27,2
14,5 26,4 27,7
15 26,8 28,1
15,5 27,2 28,5
16 27,5 28,9
16,5 27,9 29,3
17 28,2 29,6
17,5 28,6 30,0

4.2 Jlo3upoBKa U HAYMH HA NPUJIOKEHHE

gO3I/I[20BKa

Buvspacmuu

Ilogawpprxamara go3a cemarayTun 2,4 mg BeAHBXK CEAMUYHO CE TOCTUTIa, KaTo ce 3amouHe ¢ go3a 0,25 mg.
3a ;a ce HaMaJM BEpOSTHOCTTA OT IT0SBAa HAa CTOMAIITHO-YPEBHU CUMIITOMH, JT03aTa TPsOBa 1a ce yBeInJIaBa
B PaMKHTE Ha 16-ceMHUEH MEePHO/I 10 MOAIbpKaIla 103a OT 2,4 mg BeaHbK cenMuuHo (Bk. Tabnuna 2). B
CIy4ail Ha 3HAYMMHU CTOMAIITHO-YPEBHU CUMIITOMHE, 0OMHUCIIEeTe OTIaraHe Ha TIOBHUIIABAaHETO HA J03aTa WIIN
HaMaJIeTe 103aTa J0 MPEANIITHATA 103a, TOKATO CHMIITOMHUTE ce mono0psaT. He ce mpenmopbuBaT ceaMuIHI
no3u Haxa 2,4 mg.

Tadauua 2 I'paduk 3a noBMIIABAHE HA /103aTa

IloBuimaBaHe Ha

CeaMuyuHa 1032
Jo3ara
Cemmuna 1-4 0,25 mg
Cenmuna 5-8 0,5 mg
Cenmurra 9-12 1mg
Cenmuma 13-16 1,7mg
Hopxbpaxama xo3a | 2,4 mg

FOnowu

[Tpu roHOIIM HA BB3pacT 12 1 MoBeUe TOAWHU TPSAOBA Jla CE MpHJIara ChIllaTa cXemMa Ha yBeJIM4aBaHe Ha
Jto3ara, KakTo MpH Bb3pacTHH (Bxk. Tabmuia 2). Jlozara TpsiOBa /1a ce yBeln4aBa 10 JOCTUTaHe Ha 2,4 MQ
(mompprKara 103a) Wk MakKCHMaJTHaTa MMOHOCHMa J103a._He ce mpenopbuBar ceIMUIHE 1031 Haf 2,4 mg.

THayuenmu ¢ ouabem mun 2

[Ipu 3amouBane Ha JICYCHHUE ChC CEMArIyTH IIPH MAIMEHTH ¢ 1uadeT THII 2 TpsAOBa 1a ce OOMHUCITH
MOHMYKaBaHE Ha J103aTa Ha ChITHTCTRBAILO NMPUJIATAHUTE HHCYJIMH WM UHCYJIMHOBU CEKpETaro3u (Kato
cynhOHUITYPEHHH TPOU3BOIHHU), 32 JIa CE HAMAJIA PUCKBT OT XUITOTIIHMKEMHUS, BUKTE Touka 4.4,




Ilponycuama 0osa

Axo ObJie MpomycHaTa J103a, TS TpsIOBa Jla ce MPHIIOKH Bh3MOXKHO Hal-CKOPO M J0 5 THU cJie]] MpomycHaTaTa
J103a. AKO ca M3MUHAJIM MTOBEUE OT 5 JHH, IPOIyCHATATa 7032 HEe TPSAOBa Jla Ce Mpuiiara, a ia e MpoIb/DKU
ChC cJeNBaIara 03a B JACHs 1Mo penoBHUs rpaduk. [Ipu BcHuky ciiydan HalMeHThT MOXKE J1a Bh30OHOBU
PEIOBHOTO MpHJIAraHe BEAHBK CEAMHUYHO. AKO OBJIAT MPOIMYCHATH MOBEYE TO3H, TIPH MOBTOPHO 3aMOYBAHE
TpsIOBa Ja ce OOMHCITH HaMaJsIBaHE Ha HavaaHaTa J103a.

CneuuaﬂHu nonyaayuu

Cmapuecka 6v3pacm (=65-200uwna 6vb3pacm,)
He e HeoOxomuMo afantupane Ha J103aTa Bb3 OCHOBA Ha Bh3pacTTa. TepaneBTUYHUSAT ONUT MIPH MAI[MCHTH
Ha BB3pacT >85 romHm € orpaHuveH.

Tayuenmu ¢ 6v0peuno yepesicoane

He e HeoOx0qMMO afanTupaHe Ha 03aTa MpH MalMeHTH ¢ 0bOPEYHO YBpEkKIaHE B JIeKa HITH YMEpeHa
crenieH. ONUTHT OT yrmoTpebdaTa Ha CeMarIyTH/I IPY TAITUEHTH ¢ TeKKO ObOPEUIHO YBpEKIaHE € OrpaHUICH.
He ce npenopbuBa ynorpedara Ha ceMariayTH IPH MAIUEHTH ¢ TeKKO 0hOpeuno yBpexaane (eGFR

<30 ml/min/1,73m?, BKJIFOUMTENTHO IIPH HALMEHTH ¢ TEPMUHAIIEH CTaauii Ha GBOpeuHa GomecT (BK.

Touku 4.4, 4.8 1 5.2).

Tayuenmu ¢ ueprodpobHO yepescoare

He e HeoOX01MMO alanTHpaHe Ha 03aTa MPH MAUeHTH C JICKO MM YMEPEHO Y€PHOIPOOHO YBPEKIAHE.
OnuThT OT yroTpedaTa Ha CEMArIyTH]T TIPH TMAIUEHTH C TEKKO YePHOAPOOHO yBpexk1aHe ¢ orpannyeH. He
ce mpenopbyBa yrnorpedaTa Ha ceMariIyTH I IIPH MAMSHTH ¢ TeKKO YePHOIPOOHO YBpEKIaHEe U TPsOBa J1a ce
U3I10J13Ba BHUMATEITHO NP MAI[MEHTH C JIEKO WIIH YMEPEHO YepHOAPOOHO yBpexkaane (BK. Touku 4.4 u 5.2).

Ileouampuuna nonyrayus

He e HeoOxouMo ajantupane Ha J103aTa MpH IOHOIIY Ha Bb3pacT 12 W 1oBeYe roJuHH.
BesomnacHocTTa 1 ehrkacHOCTTa Ha cCeMariayTH/ IPH Jiela 1o 12-ToauIHa Bs3pacT Bee Olle He ca
YCTaHOBEHH.

Hauun Ha OPUITOKECHHEC

IToIKOKHO MPUIIOKEHUE.
Wegovy ce npuiara BeIHBX CEMHIHO IO KOETO U JIa € BpeMe Ha JIeHs, ChC WM 0e3 XpaHa.

WmxekTupa ce NOAKOXKHO B KOpeMa, OeJpOTO UM TOpHATa YacT Ha pbKaTta. MsCTOTO Ha MH)KEKTHpPaHE MOXKE
na ce npomers. He TpsiOBa fa ce npuiara HHTPaBEHO3HO WM MHTPAaMYCKYJIHO.

[Tpu HEOOXOUMOCT JICHSAT HA CEJIMUYHOTO MPIIIOKEHUE MOXKE J1a C€ TIPOMEHSI, CTUra HHTEPBAIBT OT BpeMe
MeX]y JIBE JI03U Aa € TioHe 3 auu (>72 daca). Cnen n30MUpaHeTo Ha HOB JICH, IIPUJIATaHETO BEIHBK
CEIMHUYHO TpsiOBa J1a TIPOIBIIKH.

Koraro npuarare Wegovy eH0030Ba IPEABAPUTEIIHO HAITbJIHEHA MHCAJIKA, TUCcAJIKaTa TPsOBa Jia ce
MPUTUCKA CHJIHO KbM KOXaTa, TOKATO KBJITUIT UHIUKATOP CIpe Aa ce ABUKHU. HKXEKIUsATa OTHEMA OKOJIO

5-10 cexyHu.

[Taruenture TpsiOBa 1a ObIAT MOCHBETBAHU J1a TIPOYETAT BHUMATEIIHO YKa3aHUATA 32 yIoTpeOa, BKIIOUYCHA B
JMCTOBKATA, MPEIN Ja MPHIIAraT JIEKapCTBEHHSI TPOYKT.

3a gombIHUTENTHA HHPOPMALS IPEIH TPUI0KEHHUETO BUXKTE TOUKa 6.6.
4.3 IIporuBomoka3aHus

CBpBXUYYBCTBUTEIHOCT KbM aKTUBHOTO BEIECTBO WJIM KbM HSIKOE OT IIOMOITHHUTE BEIIECTBA, H30POCHHU B
TOoYKa 6.1.



4.4 CpoenuajHu npeaynpexxkIeHus: U NpeAna3sHd MepKH IpH ynorpeda

IIpocaenumoct

3a ma ce mogo0pH MPOCIETUMOCTTa Ha OMOIOTHYHHUTE JIEKApCTBEHH MPOIYKTH, UMETO M MMAPTHIHUAT HOMEP
Ha MPUIIOKEHUS IPOAYKT TPsIOBa SICHO /1a ce 3alucBar.

Acnupanus BbB Bph3Ka ¢ 00IIa aHEeCTEe3UsI MK IBI00KA CeaaIus

Cro011eHu ca ciiyyau Ha Oenoipo0Ha acrupalius Ipyu nanueHTH, nonydasamm GLP-1 penentopau
ArOHHCTH, KOWTO Ca MOJIOKEHH Ha 00II[a aHeCcTe3us WK AbjiI0oka cenaius. [lopaau ToBa npeau
U3BBPIIBAHETO HA NIPOIICAYPHU C 00IIIa aHECTE3MsI WITH JABIOOKA Cellalus TPSAOBa Ja ce nMa MPeIBUT
MOBUIIICHUAT PUCK OT HAJIMYKE HA OCTATHYHO CTOMAIITHO ChABPKUMO MOpaan 3a0aBEHO U3Ipa3BaHe Ha
cromaxa (Bxk. Touka 4.8).

ZleXI/IZ![!aTa[!I/ISI

Yrorpebara Ha GLP-1 penentopHr aroHUCTH MOXe 1a ObJie CBhpP3aHa ChC CTOMAITHO-UYPEBHHU HEKETTaHU
peakiuy, KOUTO MOraT J1a MPUYUHSAT IEXUAPATALNS], KOATO B PEAKH CIIy4an MOXKE J1a TOBEJE 10 BIIOIIABAHE
Ha ObOpeuHaTa QyHKIHS.

[MarenTure TpsiOBa 1a OBAAT MOCHBETBAHU OTHOCHO MOTCHITUATHHS PUCK OT JICXU/PATAIUS BB BPh3Ka ChC
CTOMAIITHO-YPEBHU HEXeIaHu e(DEeKTH | J1a B3eMar Mpeana3Hd MEepKH, 3a Ja ce n3derHe 3arybara Ha
TEYHOCTH.

OcCTBp MAaHKPEATUT

Octpp nankpeatuT ¢ HabmogaBaH npu ynorpedbara Ha GLP-1 penentopau aronucTu (BX. Touka 4.8).
[NanuenTure TpsidBa na ObAAT HHGOPMHUPAHH 32 XapaKTEPHUTE CHMITOMH Ha OCTPBP MaHKpEaTHT. AKO
CBHILECTBYBAT CHbMHEHHS 33 TAHKPEATHUT, yIoTpedaTa Ha ceMariIyTH TpA0Ba 1a Ob/ie MpeKpaTeHa, a ako
CBMHEHHSATA CE TIOTBBP/SAT, JICUCHUETO ChC CEeMariyTH He TpsiOBa da ObJe mogHOoBsABaHO. [Ipu manueHTH C
aHaMHe3a 3a MAaHKPeaTHUT TPsOBa Ja ce MOAX0KAa BHUMATEIHO.

[Ipu nunca Ha apyry NpU3HALY U CUMIITOMH HA OCTHDP AaHKPEATUT, €AMHCTBEHO ITOBUIICHUTE
MAaHKPEaTHYHHU €H3UMH HE ca M0Ka3aTeTHH 32 OCThP MaHKPEeaTuT.

ITammenTu ¢ guaber Tvm 2

Cemarnytuj He TpsiOBa Ja ce U3MO0JI3Ba KaTo 3aMECTUTEI Ha MHCYJIMHA MPU IMAUEHTH ¢ Ana0eT ThI 2.
CemarnyTun He TpsOBa 1a ce mpuiara B KOMOWHAITUS ¢ APYTH MPOIYyKTH, Chabpkamu GLP-1 penentopau
aroHuctd. To3u BU KOMOWHAIMS HE € OIICHSBAH U CE CUMTA, Y€ € Bb3MOXHO J1a ChIECTBYBA PUCK OT

HCXCJIaHU PCaKIuH, CBbP3aHU C IPCAO3HUPAHC.

XUnommKeMus OIpy DalUEeHTH ¢ auabder tio 2

W3BecTHO €, Ue MHCYIUHBT U CYI(QOHUTYPEHHUTE MPOU3BOIHYU NMPETU3BUKBAT XUMOruKeMus. [Tpu
ManyveHTH, JICKYBaH!U CbC CEMArilyTu/ B KOM6I/IHaHI/IH ChbC Cyn(i)OHI/IJIypeI)'IHPI IMPOU3BOJIHU WUJIM UHCYJINH, €
BBH3MOXKHO JIa IMa MTOBUIIIEH PUCK OT XHUITOTIUKEMUs. PUCKBT OT XUMIOTIIMKEMHS MOXKE J1a ObJIe TOHWKEH
Yype3 HaMalsIBaHE Ha J103aTa CyI(GOHUIYPEHHO MPOU3BOIHO WM UHCYJIMH MPH 3alI0YBAHE HA JICUYCHHUE C
GLP-1 permentopeH aroHHUCT.

JlnabeTHa PETHHOIIATHS IPU MALKUEHTH ¢ IruadeT THIL 2

[Ipu naumeHTH ¢ qrabeTHA PETHHOMATHS, JIEKYBaHU ChC CEMAriIyTHI, € HaOJI0JaBaH MOBUILIEH PUCK OT
pa3BUTHE Ha yCIOKHEHMs Ha TuabeTHaTa peTuHonarus (BxK. Touka 4.8). bep3oTo mogobpsiBane Ha
TJIMKEMUYHHS KOHTPOJI € CBBP3aHO ¢ BPEMEHHO BJIOLIaBaHE HA [uabeTHaTa peTUHONATHA, HO IPpYTU
MEXaHU3MHU He MOrar aa 0b1aT u3kimodeHu. [lanuenTture ¢ nnabeTHa peTHHOIATHS, KOUTO U3ITOJI3BAT
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ceMariayTua TpsOBa Ja ce mpociieAsiBaT BHUMATEITHO U Ja Ce JIGKYBaT ChOOpa3HO KIIMHUYHUTE PHKOBOJICTBA.
Jlunicea ot ¢ WeQovy npu manueHTH ¢ AuadeT TUT 2 ¢ HEKOHTPOJIMPaHa WK MOTEHIIHAIHO HecTabuiTHa
nuabeTHa petuHomatus. [Ipu Te3u marmeHT He ce MpenopbhyBa JiedeHue ¢ Wegovy.

Henpoyusanu nonyiamuu

bezonacHocTTa 1 edukacHOocTTa Ha Wegovy He ca U3CiIeIBaHu P MallueHTH:

- JICKYBaHHM C JIPYTHU MPOJYKTH 32 KOHTPOJI HA TEJIOTO,

- ¢ nuadet Ty 1,

- ¢ TeKKO OBOpEUHO yBpekaaHe (Bxk. Touka 4.2),

- C TeXXKO YEpPHOIPOOHO yBpexaaHe (BXK. Touka 4.2),

- ChC 3aCTOMHA ChpJIedHa HelocTaThuHOCT Kiac 1V no kinacudukanusara Ha HroiopkckaTa
kapauonornyHa aconmanus (New York Heart Association, NYHA).

Ynotpebara npu Te3u MalUEHTH HE CE MPENOPhYBA.

Onutbt ¢ Wegovy e orpaHdueH MpH MalueHTH:

- Ha BB3pacT 85 Wiy moBeve roAuHHu (BX. Touka 4.2),

- C JIEKO WJIM YMEPEHO YEepPHOIPOOHO yBpexaaHe (BxK. Touka 4.2),
- C BB3MAIMTENHO 3200II1BaHe Ha YepBara,

- ¢ nnabeTHa ractpomnapesa.

M3non3BaiiTe BHUMATENHO MPU TE€3U NALUEHTH.

CpabpkaHue Ha HATPUH

To3u nexkapcTBeH NPOAYKT ChIbPKa Mo-Majko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKeE Ja ce Kaxe, e
NPaKTHYECKU HE ChAbPKa HATPHil.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKAPCTBEHN MPOAYKTH M APYTrH (POPMH Ha B3auMojelicTBHe

CemarmyTtnj 3a0aBs H3MPa3BaHETO HA CTOMAaxXa M MOTEHIMAIHO MOXKE Jla MOBJIHsE BhPXY abcopOiusaTa Ha
CBITBTCTBAILO MPUJIATaHU MIEPOPATHHU JIEKapCTBEHH NpoayKTH. [Ipu cemarmytuz 2,4 mg He ce Habm0AaBa
KIMHUYHO 3HAUYUM e(eKT BbPXY CKOPOCTTA Ha M3IIPa3BaHe Ha CTOMAaxa, BEPOSTHO MOpaan eeKT Ha
pa3BuTHE Ha MoHOcuMocT. CemariyTua TpsiOBa Jja ce U3I0JI3Ba C TIOBUIICHO BHUMAHHUE IIPY MAIMEHTH,
MIpUEMAIIH TIEPOPATHH JIEKAPCTBEHHU MPOTYyKTH, KOUTO U3UCKBAT Obp3a CTOMAIIHO-YpeBHA abCOpOIHsL.

ITapaiieramon

dapMakOKMHETHKATa Ha MaparieTaMoI o BpeMe Ha TeCT ChC CTAaHAaPTH3UPAHO XPaHEHE MTOKa3Ba, ue
ceMarnyTua 3a0aBs CKOPOCTTA Ha U3Mpas3BaHe Ha ctomaxa. Cres chIbTCTBaIIa ynoTpebda ¢ 1 mg
cemarayTua, AUCo¢omin 1 Cmax Ha TTapalieTamMos ce TOHMXKaBaT ChoTBETHO ¢ 27% u 23%. Obmara
excrio3utus Ha napareramon (AUCo.sq) He ce moBnusBa. [Ipu nmpuoxkeHue chC ceMariy T He ce
HaOI01aBa KIMHUYHO 3HAYUM e(eKT BhpXy maparieramon. He e HeoOXoauMo afanTupane Ha f03aTa
napareramost, Korato ce Ipuiiara ChC ceMariayTH]I.

IlepopayiHy KOHTpALICOTUBH

He ce ouakBa cemarnyTu 1a HOHMWXaBa e(DEeKTUBHOCTTA Ha MEPOPATHUTE KOHTpAIlCNTHBY. TOW HE MPOMEHs
o0I1ara eKCIo3UIKs Ha CTHHUJICCTPAINOI M Ha JICBOHOPTECTPEN 10 KIMHUYHO 3HAYMMA CTEIICH MPU
€THOBPEMEHHOTO MY MPUIIOKEHHE ¢ KOMOMHUPAH MEPOpaieH KOHTPAICTITHBEH JIEKAPCTBEH MPOYKT

(0,03 mg erurnunectpamnon/0,15 mg aeBoHOprecTpen). Excro3niiuara Ha eTHHIIISCTPAINO HE e
nmoBIHsIBa; HabmonaBa ce 20% MoBHIIIEHNE HA SKCITO3UIIMATA HA JICBOHOPTECTPEII B CTAITMOHAPHO
cbeTOsTHUE. Cmax HA KOETO U J1a € OT CheIMHEHHSTA HE CE TOBIUSBA.



ATopBacTaTuH

CemarnyTu He IpoMeHs 00I1aTa eKCIIO3UIIMS Ha aTOpPBACTaTHH CJIe]] IpuiiaraHe Ha eIMHUYHA 7032
atopBactatuH (40 mg). Cmax Ha aTOpBacTaTUH HamMassiBa ¢ 38%. OneHeHo € Ye ToBa HAMa KIIMHUYHO
3HauYCHHE.

ZII/II‘OKCI/IH

CeMarnyTuj He MPOMeHs 001aTa eKCrmo3uinsa Mid Cmax Ha TUTOKCHH CIIEA SAMHUYHA 103a TUTOKCHH
(0,5 mg).

Merdopmun

CemarnyTuj He MpoMeHs 001aTa ekcrno3unus Wil Cmax Ha MeTQOpMUH ciief] mpuiiarane Ha 500 mg
MeT(GOPMUH JBa ITHTH THEBHO 3a 3,5 JHU.

BaDd)aDI/IH U APYTHU KYMAapWUHOBHU IIPOW3BOJHH

CemarmyTu He TIpoMeHs obmaTa ekcro3uins ik Cmax Ha R- 1 S-Bapdapun cinen emuandHa 1032 BaphapuH
(25 mg), a papmakognHaMHYHHTE e(DEKTH HA BaphapuH, U3MEPEHH Ype3 MEKITYHAPOAHOTO HOPMAITUZUPAHO
otrnouenue (INR), He ce moBnMsABAT MO KIMHMYHO 3HAYUM HauuH. Bee mak ce cho0masa 3a ciryyan Ha
HamaseHo INR mpu cppTCcTBaIIO MPUIIOKEHHE HA allEHOKyMapoi U ceMarayTul. Cien 3ano4YBaHe Ha
JIeYCHHE ChC CEMAriIyTH[ PH ALMEHTH Ha JeUeHHe ¢ Bap(apyuH WU IpyTu KyMapuHOBU IIPOU3BOIHH, C€
IIpernopbYBa 4ecTo npocienssade Ha INR.

IlenquarpuaHa momyaamnms

IIpoyuBaHus 3a B3aMMOAEHCTBUATA ca IPOBEAECHU CaMO IpU Bb3PACTHHU.
4.6 @epTUINTET, )PEMEHHOCT U KbpMeHe

JKenu ¢ ieTepoieH NOTEHINAI

[IpenopbuBa ce xKeHHUTe C JeTepoIeH MOTEHIINAN J1a U3M0I3BaT KOHTPAIeNIXs [0 BpeMe Ha JIEYEHHETO ChC
ceMarnyTuz (BX. Touka 4.5).

BbpemenHoct

[IpoyuBaHuATA MPU )KUBOTHU MOKA3BAT PENPOAYKTHBHA TOKCHYHOCT (BXK. ToUka 5.3). imMa orpaHnueHn
JTaHHU 32 yroTpedara Ha ceMariTyTHI TPy OpeMeHHH KeHH. 3aToBa CeMariyTH He TpsOBa Ja ce mpuiara 1o
BpeMe Ha OPEeMEHHOCT. AKO MMallMeHTKa JKejae Ja 3a0peMeHee WM HacThITH OPEeMEHHOCT, CEMAarTy TH/T
TpsiOBa Ja ce mpekpaTh. JIeUeHHeTo ¢he ceMaryTua TpIOBa Ja ce MPEeKpaTH MoHe 2 Mecena Mpean
IJIaHMpaHaTa OPEMEHHOCT TOPaAy IBJITHS MY TIOTY>KHABOT (BK. TOUKa 5.2).

Kopmene

[Ipu mrpXoBe ceMariayTu ce eKCKpeTHpa B MISIKOTO. He Moske 1a ce U3KITI0UM PHUCK 3a KbpMaydeTo.
CemarnyTuj He TpsiOBa Ja ce U3MOJ3Ba B IEPHUOIAa HA KbPMEHE.

depTunurter

EdexTsT Ha cemariyTu BbpXy hepTuiInTeTa NpHu Xopa He e u3BecteH. CeMariyTH] He BIIUsie BBPXY
(epTriIMTETa HA MBXKKH ITbX0BE. [IpH )KeHCKH MTbX0BE ca HAOJII0JaBaHU YIbKaBaHE Ha €CTPAIHUS LUKBJI
1 cabo HaMmassiBaHe Ha Oposi OBYJIAIIMH MPH 103U, CBhP3aHH ¢ HaMallsiBaHe Ha TEJIEeCHO TEerJo MpH MaiKkara.



4.7 EdexTu BHpXy crioco0HOCTTA 32 miogupaHe u padoTa ¢ MAIIUHH
CemarnyTuj He MOBJIMSBA WM TOBIUABA MPEeHEOPEKMMO CIIOCOOHOCTTA 3a modupane u paboTa ¢ MAITHHH.
Brnpeku ToBa, MoXKe Jja ce yceTH 3amaiiBaHe, TJIaBHO 110 BpeMe Ha [epro/ia Ha MOBUILaBaHe Ha J03aTa.

]_HO(l)I/IpaHeTO I pa60TaTa C MalllMHU TpH6Ba Ja €€ U3BbpPIIBA BHUMATCIHO, AKO Bb3HUKHC 3aMaliBaHe.

IHammenTu ¢ nuaber tum 2

AKO ceMariyTH] ce U3I0JI3Ba B KOMOMHAIMS ChC CYI(OHMITYPEHHN IPON3BOIHYI WM UHCYJIUH, HALIUCHTUTE
TpsiOBa Ja ObIAT MOCHBETBAHM Jia B3eMarT IMpeIa3Hu MEpKH 3a N30sTBaHe Ha XUIIOTJIMKEMHUs, JOKATO
mrodupar uin paboTsT ¢ MalIuHK (BXK. TouKa 4.4).

4.8 HexeJaHH JeKaAPCTBeHH PeaKIHU

Pesrome Ha nmpoduiia Ha 6Ge300acHOCT

B 4erupu m3nurBanug ¢aza 3a, 2 650 Bp3pacTHH NAlMEHTH ca ¢ eKCro3unus Ha Wegovy.
[IpoawsmxuTenHOCTTa HA M3NUTBaHUATA € 68 ceamuny. Haii-uecTo cho0IIaBaHUTE HEXETAaH! PEaKIIH ca
CTOMAIIHO-YPEBHU HAPYIIEHUs, BKIIOUUTEIHO rajieHe, AUapus, 3aleK U MOBPBILIAHE.

TabnauueH cCOUChHK Ha HEXKETAHUTE pPCaKnnun

B Tabnuma 3 ca n30poeHn HeXeNaHUTe PeaKiliy, yCTAaHOBEHN MIPH KIMHIYHU U3MUTBAHNSA MTPH B3PACTHU U
MOCTMApPKETHHTOBU CHOOIIeHHs. YUecToTUTE Ce OCHOBABAT HAa COOPHU NaHHU OT M3NMUTBaHUATA (ha3za 3a.

Hesxenanute peaknuu, cBbp3anu ¢ Wegovy, ca H30poeHH M0-10JTy 10 CHCTEMO-OPTaHeH KJIac M 4eCToTa.
Kareropuwure 1o 4ectora ce onpeaenar kato: MHOTO uectu (>1/10); uectu (ot >1/100 no <1/10); HeuecTn
(ot >1/1 000 mo <1/100); peaku (ot >1/10 000 mo <1/1 000); muOTO peaku (<1/10 000) u ¢ Heu3BECTHA
4ecToTa (0T HAJMIHUTE TAaHHU HE MOYXKe J1a ObJic HalpaBeHa OICHKA).

Ta6anna 3 YecToTa HA HexKeTaHH PeaKIMH HA CeMATJTYTH

Cucremo- C
opraseH kjaac | Muoro uectu | Yectun Heuectn Penxn HEU3BeCTHA
no MedDRA 4ecToTa
Hapymenus na Anadunakt
UMYHHaTa WYHA
cUcTeMa peaxius
Hapymienus na XUnornukemMus
MeTaboInM3Ma u MIPH MAIUCHTHU C
XpaHEHETO nuaber tun 2°
Hapymenns Ha | I'maBo6omme® | 3amaiiBane®
HEpBHaTa Jucreysus®®
cucTema Juzecresus”
Hapyumienus Ha JunaberHa
OUHnTE peTHHOTIATHUS
MIPH MAIUCHTHU C
nuaber tun 2°

Coepacunu XUMOTOHUSA
HapylIeHus OptocraTud

Ha

XHUIOTOHUS

IToBumena

ChpAcYHA

yectoTa™®




Cucremo- C
opraHeH kjiac | Muoro yectu | Yectn Heuectn Penku HEeM3BeCTHA
no MedDRA 4ecToTa
CromarrHo- Hospsmane™® | TacTput®® Octpp UpesHa
YpEeBHU Jnapus™® I'actpoesodarea | maHkpeaTHT" HENPOXOAUM
HapyILIeHus 3anek™® nHa pedykcHa | 3abaBeHO ocT
Tanene™® 6omect’ M3Mpa3BaHe
Kopemna Jucnencus® Ha cToMaxa
6omka’” Opursane®
CDnaTyneHuI/Iﬂ6
AGnomuHanHa
JUCTEH3Us’
XemnaTobumap Xonenutraza*
HU HApYIICHUS
Hapywenus Ha Koconan® AHrnoeneMm
KOXKaTa u
IIOJKOKHATa
ThKaH
Oo6uu YMopaG"3 Peakuuu Ha
HapyILICHUs U MSICTOTO Ha
edexTn Ha WHXKeKTHpaHe”
MSICTOTO Ha
IPUIIOKEHHE
N3cnenBanus [ToBumena
ammiasa®
[ToBumena
nunasa’

 BIKTE ONMCAHKE Ha N30PAaHH HEKENAHH PEaKIHUH MO-0ITy
9 HaGuroaBa ce IIaBHO Ipe3 [Iepuo/a Ha MOBHILIABAHE Ha J03aTa
®) FpYIMpaHy NPEANOYHTAHN TEPMUHH

Omnucanue Ha I/I36D3HI/I HCXCJIaHU pCaKIInn

HNudopmanusTta 3a KOHKPETHU HEXKETaHU PEaKIMy MO-I0Jy Ce OTHACS 33 U3MUTBaHUsATA (da3a 3a, 0OCBEH aKo
HE € MMOCOYCHO JIPYTO.

CmomauiHo-u4pesHu Hexcerany peakyuu

B npoxpmxenne Ha 68-ceIMUYHIS TIEPHO] Ha U3MUTBaHE, Ta/leHe ce mosBsBa npu 43,9% oT manueHTuTe,
nexyBaHu cbe cemaraytun (16,1% 3a miane6o), auapus npu 29,7% (15,9% 3a mnare60) 1 moBpBITaHE IPU
24,5% (6,3% 3a uiane6o). IloBeueTo chOUTHS ca JIEKH 1O YMEPEHH I10 CTETIEH Ha TEXECT U C KpaTKa
MPOABIDKATENHOCT. 3arek ce mosBsaBa mpu 24,2% OT manueHTnTe, JIeKyBaHu cbe cemarmyTun (11,1% 3a
iane0o) ¥ € JIeK 10 YMEPEH M0 CTETeH Ha TEXECT U C MO-TOJIsIMA MPOIBIDKUTETHOCT. [Ipu manuenTH,
JICKYBaHH ChC CEMArJlyTUJ, MEJMaHaTa Ha MPOBIDKUTEITHOCTTA Ha TaJICHETO € 8 JHH, Ha MOBPHIIAHETO

2 nHY, HA TUapuATa 3 JHH U Ha 3areka 47 JHH.

anuentn ¢ ymepeno 6s0peuno yspexnane (€GFR >30 mo <60 ml/min/1,73m?) Morat ia Holy4ar noBeye
CTOMAIITHO-YPEBHH €(PEeKTH MPH JICYCHUE ChC CEMArTyTHI.

CromairHo-4peBHUTE CHOUTHS ca IOBEINIU 0 TpaitHO IpeKpaTsIBaHe Ha JiedeHneTo npu 4,3% oT marueHTuTe.

Ocmuvp nankpeamum

YecroTaTa Ha OCTBpP MAHKPEATHT, IOTBBPJIEH Upe3 eKCIIePTHA OIIEHKA, ChOOIIEH B KIIMHUYHH W3MTUTBAHUSA
¢aza 3a, e crorBeTHO 0,2% 1pH cemarnytua u <0,1% npu mnaue6o. B SELECT, nusnutBaneTo 3a
CHPACYHOCHAOBH PE3YITATH, YECTOTaTa Ha OCTHP MMAHKPEATHT, IOTBbPAEHA Ype3 eKclepTHa oleHKa, € 0,2%
3a cemarmytug u 0,3% 3a mmane6o.
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Ocmpa JcivYHO-Kamenna boaecm/xoneaumuasa

Cro0rieHo e 3a xonenuTtHasa npu 1,6%, kosTo e nosena g0 xonenuctut npu 0,6% oT manueHTuTe,
JIEKyBaHU ChC ceMariyTu. ChoOIIeHO € 3a XOJeIMTHa3a U XOJIeUCTUT choTBeTHO npu 1,1% u 0,3% ot
MalnMeHTUTE Ha IIaieso.

Koconao

3a kocomaj ce chobmmasa npu 2,5% OT malueHTHTe, JIeKyBaHU cbc ceMariayTua u npu 1,0% ot manueHTute
Ha 1ane6o. COUTHATA ca OCHOBHO C JIEKa CTETCH Ha TEXKECT U MOBEUYETO MAlMEHTH Ce Bb3CTaHOBSBAT,
JIOKaTo ca Ha IPOIBIDKUTEIHO JICYeHHE. 3a KOCOIa/l ce ChOOIIaBa IM0-4eCTo MPH MAIUEHTH C TO-TOJIIMO
HamajsBaHe Ha Terio (>20%).

Tlosuwena C'bp()ellH(l yecmoma

B m3nuTBaHusATa (haza 3a ce HabMIOIaBa CPEAHO yBENIMUEHHUE ¢ 3 yaapa B MuHyTa (bpm) CIpsMo CpeTHOTO
W3XO0JTHO HUBO OT 72 bpm NpH MalueHTH, JICKYBaHU ChC CeMarinyTH . J[saoBeTe Ha yYaCTHUIUTE C
yBEIUUEHHE Ha MyJica CIPSMO U3XOIHOTO HUBO >10 bpm BBB Beska BpeMeBa TOUKa 110 BpeMe Ha Mepruo/ia Ha
nedenue ca 67,0% B rpymara Ha cemarmytup cripsimo 50,1% B rpynara Ha mame0o.

Hmynoeennocm
B cpoTBeTCTBHE C TOTCHIIMATHUTE HIMYHOTCHHH CBOWCTBA Ha JICKAPCTBEHHUTE MPOMYKTH, ChABPIKAIIN

MPOTEHUHU WM MENTU/IU, TTAIIHCHTUTE MOTaT J]a pa3BUAT aHTUTEIA CJe]l JICUCHUE ChC ceMarayTul. JenspT Ha
MAIUEHTUTE C MOJOKUTEICH TECT 32 AaHTU-CEMATJyTH]l AaHTUTENA B KOUTO U J1a € MOMEHT CIIe U3XOTHOTO
HUBO € HUCHK (2,9%) 1 HUTO eIMH MalUeHT HsIMa aHTH-CEMariyTH] HeyTPAIH3UPAIIA aHTHTEa UIH aHTH-
ceMarIyTH aHTHTeNa ¢ HeyTpanu3upar egekt cupsimo ennoreHaHaus GLP-1 B kpast Ha m3nurBaneTo. [1o
BPEMC Ha JICUCHUECTO BUCOKHUTEC KOHIICHTPALIUU CEMAarilyTUua MOXE J1a Ca HaMaJIWJIM YyBCTBUTCIIHOCTTA Ha
TECTa, CJIEIOBATEITHO PUCKBT OT (haNIINBO OTPHUIIATEITHH PE3YIATaTH HE MOXKeE Ja ce U3KIoun. Bee nak, mpu
YYaCTHUIINTE C TTOJIOKHUTEICH PE3YyTaT OT TECTA 3a aHTHUTENA 110 BpeMe Ha U CJIe]] ISYeHHETO, HATMINEeTO Ha
aHTHUTENA € IPeXoaHO U 0e3 3a0ee MO BIHSIHAE BEPXY e(DUKACHOCTTa U 0€30TacHOCTTA.

Xunoznuxemus npu nauuenmu ¢ ouabem mun 2

B npoyusanero STEP 2 e HaGmroiaBana KIMHUYHO 3HAYMMa XUITOTIHKEMUs ipH 6,2%

(0,1 cpOuTHSA/MALMEHTOTOMHA) OT YUYACTHUIINTE, JIEKYBaHH ChC CEMAarlyTUa, B cpaBHEeHHE ¢ 2,5%
(0,03 cpOuTHS/MMaMEHTOTOIHA) OT YYaCTHUITUTE Ha Tuiane6o. [Ipu neyeHne cbe ceMariy T e
Ha0II0aBaHa XHUITOTJINKEMUS KaKTO ChC, Taka B 0€3 CHITBTCTRAIIA YITOTpeOa Ha CyIhOHMITYpEHHH
npousBoanu. Enun enuzon (0,2% ot yuactauiute, 0,002 chOMTHS/MAIMEHTOTOMHA) € ChOOIIICH KaTo
TEXBK IPH YUYACTHUK 0€3 CHITBTCTBAILO JICUYEHNE ChC CYI(OHWITYpEHHN TPOU3BOAHU. PUCKBT OT
XUTOTITNKEMHUS Ce YBENNYaBa, KOraTo CEMarilyTH/] € U3II0JI3BaH ChC CYI(POHMITYPEHHN TIPOU3BOIHH.

B STEP-HFpEF-DM e na6mogaBana KIMHUYHO 3HAYMMa XHITOTIUKeMUs 1pH 4,2% OT y4yacTHUIIUTE KaKTO B
rpynara Ha ceMariyThJl, Taka U B rpymnaTa Ha Iuanedo, KoraTo ce U3IoJ3Ba B KOMOMHAIINS ChC
cyndonmmypeiiau nponsBoauu u/vinu nHCYIHH (0,065 chONTHSI/TAIMEHTOTOIMHA ChC CEMATITyTHT U

0,098 crOuTHSI/MAIMEHTOrOIMHA C TUTa1e0o0).

Huabemna pemunonamus npu nayuenmu ¢ ouabem mun 2

[Ipu eqHO 2-roaUITHO KIMHUYHO M3MHMTBAHE ¢ u3cieaBan cemaraytus 0,5 mg u 1 mg cnpsiMo 1uiane6o npu
3 297 manueHTH ¢ AMa0ET TUN 2, C BUCOK ChPACYHOCHI0B PUCK, TOJIIMA POABIKATEIIHOCT Ha Iuadera u
JIOIIO KOHTPOJIMPaHa TII0K03a B KpbBTa. [Ipn TOBa M3nmuTBaHe, MOTBHPACHU CHOUTHS HA YCIOXKHEHUS Ha
nua0eTHa peTHHONATHA ca BH3HUKHAIN IIPY MIOBEYE MalMeHTH, JIeKyBaHU cbc cemariayTua (3,0%), B
cpaBHeHue ¢ miane6o (1,8%). ToBa e HaOrO1aBaHO MPY MAIUSHTH C U3BECTHA Jra0eTHA PETHHOIATHS,
JIEKyBaHH C MHCYJIMH. Pa3nukara B eekTa OT JISYeHHETO € Bh3HUKHAIA B PAHEH €Tall U € OCTaHaja [0 BpeMe
Ha 15u10TO M3nUTBane. B mpoyuBaneTo STEP 2 e cro0mmieHo 3a HapyIeHns Ha peTuHaTta npu 6,9% ot
TAIIMEeHTHUTE, JeKyBaHu ¢ Wegovy, pu 6,2% OT manueHTuTe, JeKyBaHH cbe ceMarnyTun 1 mg u npu 4,2%
OT MaIreHTuTe Ha riane6o. [loBeyero chOuTHA ca choOmIeHH KaTo nuaberHa perunonatus (4,0%, 2,7%, u
2,7%, croTBeTHO) U HenpoaudepatusHa peturonatus (0,7%, 0% u 0%, cbOTBETHO).

guaecmeauﬂ

Cn0uTHSI, CBBP3aHH C KIIMHINYHA KAPTHHA HA MPOMEHEHO yCelllaHe Ha KOXKaTa, KaTo MapecTe3ns, KOXKHa
0oJka, 9YyBCTBUTEIIHA KOXA, TU3ECTE3US U yCeIaHe 3a TapeHe Ha KoxaTa, ca chobmienu npu 2,1% ot
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NalnyueHTUTe, JJeKyBaHu cbc ceMarnytun 2,4 mg u 1,2% ot nauneHTuTe, JeKyBaHu ¢ miane6o. CrouTusTa ca
OWJIM JIEKH A0 YMEPEHH IO TEKECT U MOBEYETO MAMEHTH ca C€ Bb3CTAaHOBWIIN NP MPOABIKABAHE HA
JIEYCHUETO.

[lenmarpryna nomyamus

B xIMHUYHO M3NUTBAHE, MMPOBEICHO MPHU IOHOIIN Ha Bb3PacT 12 roguuu no nox 18 roauHu cue
3aTIIECTSIBAHE WM HATHOPMEHO TETJIO MPHU HAIMYKE Ha TIOHE €HO, CBHP3aHO C TETJIOTO CHI'BTCTBAIIO
3abonsaBane, 133 manmueHTH ca ¢ ekcro3uius Ha Wegovy. [IpoabKUTEIIHOCTTa Ha M3MUTBAHETO €

68 ceamury.

Kato usno yectorara, TAIBT U TEKECTTA HAa HEXKEIAHUTE PEAKLUU IPU IOHOLIUTE Ca CPABHUMH C TE3H,
HaOII0AaBaHu IPH Bh3pacTHaTa nomyiamnus. ChoO0IeHo e 3a Xoenutrasa npu 3,8% oT marueHTure,
nexyBanu ¢ Wegovy, u ipu 0% OT nalueHTUTe, JIEKyBaHu ¢ rmiamebo.

Crnen 68-ceMUYHO JIeYeHNE HE ca OTKPUTH e(DeKTH BBPXY pacTeka WiH MyOepTeTHOTO pa3BUTHE.

Jpyru cnenuanHy nomynanuu

B m3nmutBanuara SELECT u SUSTAIN 6, mpu BE3pacTHH ¢ YCTAaHOBEHO CHPACYHOCHIOBO 3a00IsIBaHE,
npoQHIIBT Ha HEXKEJIAHUTE PEakiiy € MoJ00eH Ha TO3H, HaOIoaBaH Npy W3nuTBaHusATa (asa 3a 3a
KOHTPOJI Ha TETJIOTO.

B usnurBanusta Ha HFpEF, npu Bb3pacTHU che ChpAeUYHA HEAOCTATHYHOCT, CBbP3aHa ChC 3aTIBCTABAHE,
che 3amazeHa (paxius Ha uzriackeane (HFpEF), npodunbt Ha HexkemaHUTE peakiuu € mo00eH Ha TO3H,
HaOII0aBaH P U3MHUTBaHUATA (pa3a 3a 3a KOHTPOII Ha TETJIOTO.

Cpo0I1aBaHe Ha MOA03MPAHU HEXKEITAHU PEAKIIU

C’LO6H_IaBaHeTO Ha NIOAO3UPAHU HEKCIaHU PCAKIINU CJICA pa3pClllaBaHC 3a yrIOTpe6a Ha JICKApCTBCHUS
IMPOAYKT € BaXXHO. Tora nmo3BosBa Ja IpOABbJIKA Ha6HIOI[eHI/IeTO Ha CbOTHOIICHHUECTO H0n3a/p1/1c1< 3a
JICKaAPCTBCHUSA TPOAYKT. Or MECIUIMHCKUTEC CIICHUAJINCTHU CC H3HMCKBA Ja C’BO6IIIaBaT BCsKa MMOJ03UpaHa
HEXEJIaHa pe€aKusa Yp€3 HallHOHAJIHA CUCTEMA 3a C’I:O6IJ.[aBaH€, IIOCOYCHA B HDI/IJ'IO)KCHI/IC V.

4.9 Ilpeno3upane

[peno3upane che ceMarTyTH] MOXKe J1a ObJIe CBBP3aHO ChC CTOMAIITHO-YPEBHU HAPYIICHHSI, KOUTO MOTAT Ja
JIOBEAAT M0 Iexuapataius. B cioyuait Ha mpego3upane manueHThT TpsaOBa ga Obae Habo1aBaH 3a
KJIMHUYHY MPU3HAIM U TPIOBa Jia Ce 3a1I0YHE MOAXO/IAIIIA MO IbpKaIla TeParusl.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 @®apmakoaMHAMUYHU CBOICTBA

dapmakoTepaneBTuuHa rpyna: JlekapcTa 3a JeueHne Ha AuadeT, aHaJlo3H Ha III0KaroH-noxo0eH nentua-1
(GLP-1), ATC kox: A10BJ06

MexaHu3bsM Ha IEUCTBUE

Cemarmytun e ananor Ha GLP-1 ¢ 94% ctenen Ha xoMookHOCT cripsiMo yoBermkust GLP-1. CemarmyTrn
nericta karo GLP-1 pernenTopeH aroHUCT, KOMTO CENEKTUBHO ce cBhp3Ba KbM GLP-1 penentopa, nmpurieinexn
3a ectectBeHnsa GLP-1, u ro aktusupa.

GLP-1 e ¢usznonoruueH peryiaarop Ha aneTuTa ¥ npuema Ha kanopuu, kato GLP-1 penentopbT npuchcTBa B
HSKOJIKO 00JTacTH Ha MO3bKa, y4acTBaIll B PETYJIHPAHETO Ha aleTUTa.
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W3cnenBanusaTa BbpXY *KMBOTHH MOKA3BaT, Y€ AEHCTBUETO HA CEMATTIyTH] B MO3bKa CE OCHILECTBSIBA UPE3
peuenTtopa 3a GLP-1. CemariyTun uMa npsiko BIMSHUE BBPXY 00IaCTH OT MO3bKA, yUacTBALIH B
XOMEOCTaTHYHAaTa peryjianys Ha IpueMa Ha XpaHa, IpOoTHYaIlla B XUIoTajlaMyca ¥ MO3bYHHS CTBOJI.
CemarnyTuJ MOXKe J1a TIOBJIUsIE BEPXY CHUCTEMaTa 3a Bb3HATPaKACHUE Ype3 AUPEKTHU U UHIUPEKTHH e(EeKTH
B MO3BYHH 00J1aCTH, BKIIOYBALIN CENTYyMa, TalaMyca 1 aMUraasara.

Knuanaaure IMpoy4YBaHUA IMOKa3BaT, Y€ CCMarilyTua HaMaJIisiBa eHepFHﬁHHH IIpueM, yBe€indaBa 4yBCTBOTO Ha
CUTOCT, YCCIIAHCTO 3a IIBJICH CTOMAaX U KOHTPOJ Ha XpaHCHETO, HaMaJIiBa YyBCTBOTO Ha I'JIaJl, KAKTO U
yecTroTara U UHTCH3UTETA Ha HEIIPEOAOJIUMOTO KEJTAHUEC 3a XPaHCHE. OcBeH TOBa ceMariiyTuJ HamaisiBa
JKCJIaHUETO 3a XpaHU C BUCOKO CHbAbPKAHNEC HA MAa3HUHU.

CemarnyTu/| MOBJIMSBA XOMEOCTATUYHATA CUCTEMA U CHCTEMATa 3a Bh3HATPAXKICHUE U TaKa Peryimpa
npreMa Ha KaJlOpHH, alleTHTa, Bh3HATPAXKICHUETO U 1300pa Ha XpaHa.

OcBen TOBA, B KIIMHUYHU MMPOYYBAHUA CEMATrTYTUA ITOHMXKAaBa KPbBHATA 3aXap 10 I''TFOKO303aBUCUM
MEXaHHU3bM, KaTO CTUMYJIMpaA CEKPEUUATA Ha MHCYJIMH 1 HaMaJIABa CEKPEHUATA Ha ITIFOKAroH 1pu BUCOKa
KpbBHa 3axap. MexaHan3MbT Ha TOHMKABaHE Ha KpbBHATa 3axap BKJIIOYBa U JICKO 3a0aBsiHE Ha H3IIPAa3BaHCTO
Ha CTOMaxa B paHHAaTa NOCTIpaHAuaIHa (1)333. HpI/I XUIOTJTIMKEMUSA CEMarylyTru/l HaMajidBa CCKpeIuATa Ha
HWHCYJIMH U HE HaMaJIsIBa CEKPELUATA HA I'TIFOKAroH.

GLP-1 peuentopure ca eKCpecupaHi U B ChpLETO, ChIOBETE, MMyHHaTa cuctema u 6u0perute. B
KJIMHUYHYU POYYBAHUA CEMAarilyTUA UMa OaronpusTeH ehekT BbpXY IUIa3MEHHUTE UM, TOHMKABa
CHCTOJMYHOTO KPbBHO HAJISITaHE U HAMalsiBa Bb3NajdeHneTo. OCBEH TOBA U3CJICABAHUSITA BbPXY KUBOTHH
II0Ka3BarT, 4ye CeMariyTH] 3a0aBs pa3BUTUETO Ha aTePOCKIepO3a M MMa MPOTHBOBB3NAIUTEIIHO ICHCTBHE B
CBhpPJEYHOCH0BATA CHCTEMA.

MexaHu3MBbT Ha JIeHiCTBHE Ha CEMariyTH/I 32 HAMAJISIBaHE HA ChPJCUYHOCHIOBHS PUCK BEPOSTHO €
MHOTO(aKTOPEH, 0TYacTH 00YCIIOBEH OT epeKTUTe, CBbP3aHU ChC 3arybaTa Ha Terjo, U eeKTUTE BBPXY
M3BECTHHU CHPIICUHOCHIO0BH PUCKOBH (DakTOpH (HaMaisBaHEe Ha KPbBHOTO HaJISIraHe, MOJOOpEHHS B
TUNUAHUS TPoGUIT U MeTaboi3Ma Ha TIII0K03aTa U MPOTHBOBB3NAIUTEIHN €EeKTH, KAKTO ce JIEMOHCTPUpA
ot HamansaBaHe Ha hsCRP). TouHusT MexaHU3bM 32 HaMallsiBaHE Ha ChPJCYHOCHIOBUS PUCK HE € YCTaHOBEH.

dapMakoaHHAMUYHU ePeKTH

Anemum, enepeuen npuem u XxpaHumenany npeonoYumanus

CemarnyTh] HaMallsBa areTHTa, KaTo yBelMuaBa 4yBCTBOTO 3a ITBJICH CTOMAX M CHTOCT, IOKaTO HamMallsiBa
YYBCTBOTO Ha IJIa]] ¥ MIPECTOSIIATa KOHCYMallus Ha XpaHa. B u3nutBane ¢asa 1, eHepruiiHUAT IpUeM Ha
XpaHa 10 COOCTBEHO xenanue € 35% Mo-HUChK ChC CEMAriayTH B CpaBHEHHE C marebo ciuen 20 cenMuiu
npuarane. ToBa ce J0mbiBa ¢ M0-100bp KOHTPOI Ha XPAHEHETO, TO-MaJIKO HEMPEO0INMO KeJTaHue 3a
XpaHEeHEe M OTHOCUTEITHO TT0-MaJIKO MPEANOYNTAHHE KbM XPaHH C BUCOKO ChIIbPKaHUE HA MA3HUHH.
HenpeononuMoTo xenanue 3a XpaHeHe e AombJIHUTeNHO orieHeHo B STEP 5 upe3 BbIpocHHKa 32 KOHTPOIT
Ha xpaneHeTo (Control of Eating Questionnaire, (CoEQ)). IIpe3 cenmunia 104 uzuncneHara pa3iika B
JICYCHUATA, KAKTO MO OTHOIICHUE HAa KOHTPOJIA HA HEMPEOIOTMMOTO JKeJIaHWe 33 XpaHEeHe, TaKa U Ha
JKEJIAHUETO 32 MMKAaHTHA XPaHa € 3HAYUTEITHO B 110J13a Ha CeMarilyTh/I, JIOKATO 110 OTHOIIICHHE Ha )KEJTaHUETO
3a ciaJika XpaHa He ¢ HaOJIro/1aBaH siICeH e(DeKT.

Jlunuou na enaouo u cred xpanene

B cpaBHenue ¢ miane6o cemarnytu 1 mg HamasiBa TPUTIMLEPUINTE M KOHIEHTPAIUATA Ha JIMIONPOTEHHH
C MHOTO HHCKa IUIbTHOCT (very low density lipoproteins, VLDL) na rmagHo ceotBeTHO ¢ 12% 1 21%.
OTroBOpbT KbM JICICHUETO IO OTHOIIICHNE Ha HUBaTa Ha Tpurimiepuante 1 VLDL ciien xpaneHe e
HamaineHue ¢ >40% mpu KoHCyMalus Ha OoraTa Ha Ma3HHUHM XpaHa.

Kimnanuna edpuxacHoCT ¥ 0€30I1aCHOCT

EdukacHocTTa 1 6e30MmacHOCTTa Ha CEMariyTH/I 32 KOHTPOJI Ha TETJIOTO B KOMOWHAIHS ¢ HamMalleH MpUeM Ha
KaJIOPUY U TIOBHIIICHA (DU3MUECKa aKTUBHOCT Ca OIICHEHU B YCTHUPU 68 CEIMUYHU JBOUHOCIICIIH,
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paHIoOMU3MpaHy TUIanebo-KoHTpoaupanu m3nutBanus ¢asa 3a (STEP 1-4). B Te3u usnurBanus ca
BKITTOUeHH 001110 4 684 BB3pacTHU manueHTH (2 652 paHmoMu3UpaHu Ha JedeHHe che ceMariyTun). OcBeH
TOBa e(pUKaCHOCTTa U 0€30MaCHOCTTA HA CEMAarIyTH] B CPaBHEHHE ¢ TUIAIe00 ca OICHEHHU 3a TIEPUOJT OT JIBE
TOJIUHY B IBOMHOCIIAIIO, PAHIOMH3UPAHO, TUIae00-KOHTpOoarpano u3nuteane ¢asza 36 (STEP 5),
BkiouBaio 304 narnuentu (152 Ha gedeHne ChC CEMariyTh).

JleueHHETO ChC CeMariayTH/I IIOKa3Ba MO-TojsiMa, KITHHUYHO 3HAYMMa U YCTOMYMBO HaMalsIBaHe Ha TETIIO,
KOETO MPEeBB3X03K/1a TaIe6o Py MalHeHTH che 3aTabeTsaBane (MTM >30 kg/m?) uiu HagHOPMEHO TEro
(UTM >27 kg/m? no <30 kg/m?) 1 moHe eJlHO CHITBTCTBAIIO 3a00IIABaHE, CBBP3aHO ¢ Ternoto. OCBEH TOBa, B
paMKHUTE Ha U3MUTBAHUATA TIO-TOJISIM J5UT OT MAaMEHTHTE mocTurat >5%, >10%, >15% u >20% namansBaHe
Ha TETJI0 ChC CEMArIyTH/ B CpaBHEHUE ¢ mianebo. HamansBane Ha TEIECHOTO TETJIO HACTHITBA HE3ABHCUMO
OT HAJIMYUETO HA CTOMAIIIHO-YPEBHHU CUMITTOMH KaTo raJicHe, MOBPBIIAHE WIH JUAPHUS.

JleyeHnero che ceMariiyTua CbIIo IMoKa3Ba CTATUCTUICCKU 3HAYUMO HO,E[O6pCHI/Ie Ha 00MKOJIKaTa Ha
TaJiuATa, CACTOJIMYHOTO KPBBHO HAJIATAHC U (I)I/ISH‘ICCKI/ITC (1)YHKI_II/II/I B CpaBHCHHUC C rmaue60.

EdukacHocTTa € IeMOHCTprpaHa He3aBHCUMO OT Bb3pacTTa, MoJja, pacara, eTHHUeCKaTa IPHUHAICKHOCT,
TEJIECHO TErJI0 Ha U3X0AHOTO HUBO, U'TM, HannuneTo Ha AuabeT TUM 2 ¥ HUBOTO Ha ObOpeuHaTa QyHKUUSI.
Paznuku 1o otHoLIeHNE HA €pUKACHOCTTAa UMa BbB BCUUKH NOATpYIH. OTHOCUTENIHO HO-TOJISIMO
HaMaJsIBaHE Ha TETJIO € HaOJII0JaBaHo MPH )KEHH U TIPH MAIMeHTH 0e3 quadeT THI 2, KAKTO U NPH NalueHTH
C TO-HUCKO, CIPSAMO T€3U C MO-BHCOKO TEJIECHO TEJIO Ha U3XOHOTO HUBO.

STEP 1: Koumpon na mez2niomo

B 68-cenMuuHOo 1BOHHOCIANO U3MUTBaHe, 1 961 manueHTH cbe 3aTirscTaBane (MTM >30 kg/mz) WUJIA C
HagHOpMeHo Terno (MTM >27 kg/m? no <30 kg/m?) 1 moHe eiHO, CBBP3aHO € TETTIOTO CHIBTCTBAIIO
3a00JIsIBaHE ca paHAOMHU3UPAHH HAa CEMAaTrTyTH WU Tutane00. BCHUky manueHTn ca Ha AueTa ¢ HaMajleH
MpHEM Ha KaJIOPWU U MOBUIIICHA (U3UYECKa aKTUBHOCT 0 BPEME Ha U3MUTBAHETO.

3ary0aTa Ha TerJo ce ciay4Ba paHO U MPOABIKaBa 10 BpeMe Ha U3MUTBaHETO. B Kpas Ha JeueHneTo
(cemmuria 68) HaMaJICHUETO HA TETJIO € KIMHUYHO 3HAYMMO M MPEeBB3X0K/a mianebo (Bx. Tabmuia 4 u
@urypa 1). OcBeH TOBa, B paMKHUTE Ha M3MUTBAHUATA IIO-TOJSIM JsUT OT MALMEHTHTE TocTurar >5%, >10%,
>15% n >20% HamamnsBaHE HA TETJIO ChC CEMATIyTH B cpaBHEeHHE ¢ manedo (Bx. Tabmuma 4). Cpen
MAIUEHTUTE C MPEINa0ETHO ChCTOSHUE Ha U3XOHOTO HUBO, ITO-TOJISIMATa Y4acT OT TSAX UMaT
HOPMOTJIMKEMHYEH CTATyC B Kpas Ha JICUSHUETO ChC CEMarIyTH]I B CpaBHeHUE ¢ uiane6o (84,1% copsmo
47,8%).
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Ta6auna 4 STEP 1: Pe3yaraTu Ha cenmuua 68

Cemaraytua 2,4 mg Ilname6o
Isimata ananm3upana rpyna (N) 1306 655
TesecHo TerJ10
W3xoano auBo (kg) 105,4 105,2
pomsna (%) cHpsAMO H3X0AHOTO HUBO 2 | -14,9 -2,4
Pasmuka (%) cipsimo mnane6o’ [95% CI] | -12,4 [-13,4; -11,5]* -
[Tpomsna (kg) cripsmMo W3XOTHOTO HUBO -15,3 -2,6
Pasmuka (kg) cpamo mnane6o’ [95% CI] | -12,7 [-13,7; -11,7] -
[Manuentu (%), MOCTUrHAIU HamasgBane | 83,5%* 31,1
Ha TErI0To >5%]
[NamenTtn (%), mocTurHany HamansiBane | 66,1% 12,0
Ha Tersioro >10%’
[Manuentu (%), mocTurHamu HamansgBane | 47,9* 4,8
Ha TersnoTo >15%°
O0uKoJKa Ha TaJausTa (cm)
M3x01H0 HUBO 114,6 114,8
TIpoMsHa CIPAMO H3XOTHOTO HHUBO™ -13,5 -4,1
Pasmuka cipsimo mmane6o’ [95% CI] -9,4 [-10,3; -8,5]* -
CHCTOIMYHO KPBbBHO HaJsirane (mmHg)
Wsxoano HUBO 126 127
TIpoMsiHA CIPAMO H3XOTHOTO HHBO™ -6,2 -1,1
Pasmuka cipsimo mmane6o’ [95% CI] -5,1[-6,3; -3,9]* -

*p<0,0001 (HexOopHTHpaHa 2-CTPaHHA P-CTOHHOCT) 32 PEBB3XOICTBO.

! Mzuncnena upes mogen ANCOVA ¢ u3nosizBaHe Ha MHOKECTBO NPUITMCAHU CTOMHOCTH Bb3 OCHOBA Ha BCHUKH JIAHHH, HE3ABUCHMO OT
MPEKPaTSIBaHETO HA PAHAOMH3UPAHOTO JICICHHE HJIH 3a[I0YBAHETO HA APYTO JIEUCHNE Ha 3aTIIbCTABAHE MM OapuaTpUIHA OMePALIHs.

2 Tlo BpeMe Ha U3MUTBAHETO PAHIOMU3UPAHOTO JIEYEHHE CE MPEKPATABA OKOHYATeNHO ipu 17,1% u 22,4% OT mauueHTHTe, paHI0MU3UPAHH
CHOTBETHO Ha cemarnyTua 2,4 mg u mwianedo. Karo ce mpueme, de BCHUKH paHAOMH3UPAHH HALMEHTH Ca OCTAHAIN Ha JICYCHHE U HE ca MOJTy4YaBalu
IOITBJIHUTEITHU TEPAIHH 32 JICUCHHE Ha 3aTIBCTIBAHE, H3UMCICHUTE IPOMEHH B TEIECHOTO TEIJIO OT PAHIOMHU3UPAHETO A0 CeAMHUIA 68 Bb3 OCHOBA HA
CMeCceH MOJeN 3a HOBTOPHH H3MEPBaHHUS, BKIIOUUTETHO BCHIKH HAOIIOASHHS IO IBPBO IpeKpaTsBaHe, ca -16,9% u -2,4% ChOTBETHO 3a CeMariTyTH
2,4 mg u mane6o.

3 Usuncieno upes Moje Ha GUHApHA Perpecs Bb3 OCHOBA HA ChIATa MPOLEypa Ha MPUIHCBAHEe HA CTOMHOCTH, KAKTO TP MbPBUYHMS aHAJIM3.

28 2,4

-14,9
-15,6

IIpomsiHa B TenecHOTO Tero (%)

(MD)

CeaMurm
MHosxecTBeHA

Wegovy ekcrpanonarus (ME)

[Tnane6o

HaGH}OHaBaHPl CTOMHOCTH TIpy MaqUEeHTH, IPEMUHAIN BCSAKA INIAHHUPaHa BU3UTA, U U3UHUCIICHUS YPE3 MHOXKECTBO IPUITUCAHU CTOMHOCTH 3a
OTHaIHaJIN YYaCTHUIH

®urypa 1 STEP 1: Cpenna npomsina B TejiecHOTO Ters0 (%) oT H3X0AHOTO HUBO /10 ceAMuUna 68

Cren 68-ceIMHUYHOTO U3MMMTBAHE € MTPOBEICHO 52-CEAMUYHO MPOABIDKCHIE 0€3 JIeUeHIE, BKIIOIBAIIO

327 nmarnmeHTH, KOUTO ca 3aBBPIIUIN OCHOBHUS IIEPHO]] HAa M3MUTBAHETO HA MO IBPIKAIIA 1032 CEMAarTy THT
i Ha mare6o. B nepuozaa 6e3 neuenue ot ceamuna 68 1o ceamuna 120, cpeTHOTO TEIECHO TETIIO Ce
MOBHINIABA U B IBETE TPyIH. BBIIpexu ToBa, MpH ManueHTHTe, KOUTO ca OWIIN Ha JICYEHHE ChC CEMariTyTh

15



IIpe3 OCHOBHHUS NEPUOJ Ha U3MUTBAHETO, TETIOTO OCTaBa ¢ 5,6% I0A M3XOJHOTO HUBO, B cpaBHeHue ¢ 0,1%
B Tpynara Ha maneoo.

STEP 2: Konmpon na me2iomo npu nayuenmu ¢ ouabem mun 2

B 68-cenqmuuHO, nBoliHOCHAMO M3nuTBaHe, | 210 manueHTH ¢ HAIHOPMEHO TeTJo Wi 3aTrbeTsaBane (UTM
>27 kg/m?) u nuabet THII 2 ca paHIOMH3HPAHU HA ceMarayTh 2,4 mg, ceMarayTu 1 mg BeJHBK CeMUIHO
i wiane6o. [lanueHTure, BKIIOYCHN B U3MUTBAHETO, Ca UMAJIM HEIOCTAThUHO T0OPEe KOHTPOJIMPaH quadeT
(HbA1c 7-10%) u ca nexyBaHH WK CaMo € AWeTa U PU3UUYECKH YIIPaKHEHUs, Wi ¢ 1-3 mepopaiHu
aHTUANA0CTHU JIeKapCTBa. BCHYKHM AIMeHTH ca Ha TUeTa ¢ HaMaJieH IpHeM Ha KaJIOpUH U TTIOBUIIICHA
(u3nyecKa aKTUBHOCT 110 BpeMe Ha U3MUTBAHETO.

JleueHHETO ChC ceMariayTHN 3a 68 CeMMUIIM BOJM O KIMHUYHO 3HAYMMO HAMAJSIBAHE HA TEJICCHOTO TErJI0 U
Ha HbA1, xoeTo npeBn3xoka miamnebdo (Bx. Tabmuia 5 u @urypa 2).

Ta6anua S STEP 2: Pesyararu Ha ceqmuna 68

Cemaraytuna 2,4 mg | Ilnane6o
Isimata ananmmsupana rpymna (N) 404 403
TesecHo TerJ10
W3xoano auBo (kg) 99,9 100,5
[powmsina (%) CIpsAMO U3XOJHOTO HUBO -9,6 -3,4
Pasmuka (%) cipsivo mnane6o” [95% CI] -6,2 [-7,3;-5,2]* -
[pomsiaa (kg) cripsiMO M3XOJHOTO HUBO -9,7 -3,5
Pasmuka (kg) cipamo mmane6o’ [95% CI] -6,1 [-7,2;-5,0] -
[Maruentu (%), mocTUrHAIM HaMalsBaHe Ha | 67,4% 30,2
TeroTo >5%"
[MauwmenTn (%), mocTUTHANM HaMansBaHe Ha | 44,5% 10,2
Ternoro >10%’
[ManmenTtyn (%), MOCTUTHAIY HamMasBaHe Ha | 25,0% 4,3
TeroTo >15%>
O0ukoJika Ha TaausTa (cm)
W3x01H0 HUBO 114,5 115,5
TIpoMsiHA CIPAMO H3XOTHOTO HHBO™ -9.4 -4,5
Pasnuka cipsiMo mane6o’ [95% CI] -4,9 [-6,0; -3,8]* -
CHCTOTMYHO KPBbBHO HajJsirane (mmHg)
W3xonHo HUBO 130 130
TIpoMsiHA CIPAMO H3XOTHOTO HHBO™ -39 -0,5
Pasmuka cipsimo mmane6o’ [95% CI] -3,4 [-5,6; -1,3]** -
HbA . (mmol/mol (%))
H3xoaH0 HUBO 65,3 (8,1) 65,3 (8,1)
ITpoMsiHa CIIPAMO H3XOHOTO HUBO' -17,5 (-1,6) -4,1 (-0,4)
Pasmuka cipsimo mmane6o’ [95% CI] -13,5 [-15,5; -11,4] -
(-1,2[-14;-1,1D* -

* p<0,0001 (Hekopurupana 2-cTpaHHa p-CTOWHOCT) 3a MPEBB3XOJACTBO; **p<0,05 (HeKopurupana 2-cTpaHHa P-CTOWHOCT) 3a MPEBB3XOJICTBO.

! Mzuncrena upes moaen ANCOVA ¢ u3nosizBaHe Ha MHOKECTBO NPUITMCAHU CTOMHOCTH Bb3 OCHOBA HA BCHUKH JIAHHH, HE3ABHCHMO OT
MPEKPATSIBAHETO HA PAaHIOMH3UPAHOTO JICUCHUE UITH 3a[I0YBAHETO Ha JIPYTro JICUCHUE HA 3aTIIBCTSIBaHE WM OapHaTpUYHA OTepaLys.

2 T1o BpeMe Ha M3MUTBAHETO, PAHIOMU3HPAHOTO JIEYEHHE CE TIPEKpaTsIBa OKoHUaTenHo npH 11,6% u 13,9% oT nanueHTHTe, paHIOMH3HPAHH
CHOTBETHO Ha ceMarityTun 2,4 mg u mianebo. Kato ce npueme, ye BCHYKH PaHIOMHU3UPAHU MALMEHTH Ca OCTAHAIM Ha JICYCHHE U HE Ca IOJy4YaBali
JIOITBJIHUTEIIHY TEPAIUHK 32 JICYCHHE Ha 3aTIBCTSABAHE, H3YUCICHUTE IIPOMEHH B TEJIECHOTO TETJIO OT PaHIOMHU3HPAHETO A0 ceamuia 68 Bb3 OCHOBA Ha
CMECEeH MOJEN 32 HIOBTOPHH H3MEPBaHMs, BKIFOUHTEITHO BCHIKH HAOJIIONEHHs 10 IBPBO IpeKpaTsBaHe, ca -10,6% u -3,1% chOTBETHO 3a ceMariIyTH]I
2,4 mg u miane6o

3 M3uncneno upes Moen Ha GMHApHA PErpecHs Bb3 OCHOBA HA ChIATA TIPOLEypa Ha MPUIHCBAHE HA CTOMHOCTH, KAKTO TIPH MbPBUYHUS aHAJIH3.
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3,3 -3.4

99 9,6

IIpomsHa B TenecHOTO Tero (%)

(MD)

Ceamunm
MHoxecTBeHa

Wegovy TnaneGo excrpanonanus (ME)

HaﬁJ’I}O,ﬂaBaHI/I CTOMHOCTH TIpyA NTAaMCHTH, NIPEMHUHAJIN BCSAKA IUIaHMPaHa BU3UTA, U U3YUCICHUA YPE3 MHOKECTBO MPUITUCAHN CTOIHOCTH 3a
OTHaaHaJIN YYaCTHUIH

®urypa 2 STEP 2: Cpenna npoMsina B TejiecHOTO Ter10 (%) oT U3X0AHOTO HUBO /10 ceAMHULA 68

STEP 3: Koumpon na meaiomo ¢ unmeH3ugna nogedenyecka mepanusi

B 68-ceMuUHO JBOHHOCIATIO H3MHUTBAHE, 611 manuenTn che 3araberasane (MTM >30 kg/m?) wm ¢
HagHopmeHo terno (UTM >27 kg/ m? o <30 kg/ m2) U IIOHE €JHO, CBBP3aHO C TEMIOTO ChbI'BTCTBAILO
3a00J1s1BaHe, ca paHIOMU3HPAHU HA CeMariayTua win miane6o. [lo BpeMe Ha M3MUTBaHETO BCUYKH NAIIUEHTH
ca MmoJTy4aBajli MHTEH3MBHA MoBeJeHYecka Tepanus (intensive behavioural therapy, IBT), cbctosima ce ot
CTpPOTO OrpaHHYaBalla JueTa, yBeJnueHa (U3nIecKka aKTUBHOCT M KOHCYJTAaLlMH 110 OTHOLLICHHE Ha
HIOBEJICHUETO.

Jleuenuero cbe cemarnytua u IBT 3a 68 cenmuiiu Bou 10 KIMHUYHO 3HAYMMO HaMAJISIBAHE HA TEJICCHOTO
TETJI0, KOETO MIPEeBB3X0XkKAa tuianedo (Bxk. Tabmuma 6).

Ta6auna 6 STEP 3: Pe3yaraTu Ha cenmuua 68

Cemarayrua 2,4 mg Ilname6o
Isimata ananm3upana rpyna (N) 407 204
TesecHo TerJio
Wzxonno Huso (kg) 106,9 103,7
TIpoMsiHA COPAMO M3XOJTHOTO HHBO™ -16,0 -5,7
Pasmuka (%) cipsiMo mane6o” [95% CI] -10,3 [-12,0;-8,6]* -
[Tpomsna (kg) cripsMo W3XOTHOTO HUBO -16,8 -6,2
Pasmuka (kg) cipamo mnane6o’ [95% CI] -10,6 [-12,5;-8,8] -
aruentu (%), nocTurHaan HamansBane Ha | 84,8%* 47,8
Ternoro >5%">
[Nammentun (%), nocTurHaan HamansBane Ha | 73,0%* 27,1
Ternoro >10%’
[aruentu (%), nocTurHa u HamansBane Ha | 53,5% 13,2
TernoTo >15%?
O0uKoJKa Ha TaJausTa (cm)
M3x0aH0 HUBO 113,6 111,8
TIpoMsiHA CIPAMO H3XOIHOTO HHBO™ -14,6 -6,3
Pasmuka cipsimo mmane6o’ [95% CI] -8,3 [-10,1; -6,6]* -
CHCTOJIMYHO KPbBHO HaJsirane (mmHg)
N3xonHO HUBO 124 124
TIpoMsiHa CIpAMO 6a30BOTO HHBO® -5,6 -1,6
Pasnuka cipsimo mmane6o’ [95% CI] -3,9 [-6,4; -1,5]* -

* p<0,005 (HekopurupaHa 2-CTpaHHa p-CTOWHOCT) 3a IPEBH3XOJICTBO.
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! Mzumcnena upes mogen ANCOVA ¢ u3nossBaHe Ha MHOKECTBO TIPUITMCAHU CTOMHOCTH Bb3 OCHOBA HA BCHUKH JIAHHH, HE3aBHCHMO OT
HPEKPATSABAHETO Ha PAHIOMHU3UPAHOTO JICUCHHE WM 3aII0YBAHETO Ha JPYro JIeUeHHEe Ha 3aTIbCTSIBAHe WK OapuaTpHIHa OIeparusl.

2 Tlo BpeMe Ha M3MUTBAHETO, PAHIOMU3HPAHOTO JIEYEHHE CE TIPEKPATIBA OKOHYATENHO TIpH 16,7% u 18,6% OT malueHTHTe, paHIOMU3HPAHH
CBHOTBETHO Ha ceMarityTun 2,4 mg u miane6o. Kato ce npueme, 4ye BCHUKH PaHIOMHU3MPAHU MALMCHTH Ca OCTaHAIM Ha JICYCHHUE U HE Ca TOJIyYaBalli
JOIBJIHUTEIIHU TEPAIMH 32 JICUCHHE Ha 3aTIbCTIBAHE, H3UHCICHUTE IPOMEHHU B TEJIECHOTO TEIJIO OT PAHIOMHU3HPAHETO A0 CEAMHLA 68 Bb3 OCHOBA Ha
CMeCEeH MOJIeNT 38 TOBTOPHH M3MEPBaHMUs, BKIIOUUTETHO BCHIKH HAOITIOCHHS 10 TPBOTO MpeKpatsaBaue, ca -17,6% u -5,0% choTBeTHO 32
cemarinyTua 2,4 mg u mianedo

3 M3uncineno upes Mojie Ha GMHapHa perpecus Bb3 OCHOBA Ha ChIATa MPOLEypa Ha MPUIHCBAHEe Ha CTOMHOCTH, KAKTO TP MbPBUYHMS aHAJIM3.

STEP 4. IIpodwascumener KOHmMpos Ha me2iomo

B 68-ceMuuHO JBOMHOCIATIO H3MUTBaHe, 902 manueHTH che 3araberasane (MTM >30 kg/m?) wm ¢
HagHopmeHo terno (UTM >27 kg/ m? o <30 kg/ m2) U [IOHE €JHO, CBBP3aHO C TEMIOTO ChbI'BTCTBAILO
3a001sBaHe, ca BKIIOYCHHU B M3IMMTBAHETO. BCHYKYM MAIMeHTH ca Ha JUeTa ¢ HaMaJieH IIpUeM Ha KaJlopuu U
noBHIlIcHa (pU3MUEcKa akTUBHOCT 10 BpeMe Ha m3nutBanero. OT ceqmuiia 0 1o ceamuia 20 (BCThIUTENCH
MIEPUO/T), BCHYKY MAIIMEHTH MoTy4aBat cemariaytua. [Ipes ceamuma 20 (M3X0HO HUBO) MAIUEHTHTE, KOUTO
ca JOCTHUTHAIIM TTOAIbpIKamaTa 103a 2,4 mg, ca paHIOMHU3UPaHH J1a MPOIBIDKAT JICUSHUETO WITH Ja
npemMuHaT KbM 1uiare6o. [Ipes ceaqmuna 0 (Hagamo Ha BCTHIIUTEIHUS TIEPUO/) MAIMEHTUTE Ca IMalId CPETHO
TenecHo Terno 107,2 kg u cpenen UTM 38,4 kg/m?.

ITanmenTHTE, KOUTO Ca JOCTUTHAIM MOAIBPIKAIIaTa 103a 2,4 mg npe3 ceamuiia 20 (M3X0HO HUBO) U ca
MPOABIDKUIN JICUSHUETO ChC CEMArIyTH/I B TpoAbbkeHue Ha 48 cenmuiy (ceamuiu 20-68), ca MpoIbIIKIIU
Jia TyOsT TEeTJIO ¥ ca UMalli KIIMHUYHO 3HAYMMO HaMalsBaHEe Ha TEIECHOTO TETJI0, KOETO MPEeBB3X0KAA
miare6o (Bx. Tadmuma 7 u @urypa 3). TemecHOTO TErIo ce yBeInIaBa HEMPEKbCHATO OT ceamuIa 20 1o
ceamuIia 68 mpu MaryeHTH, IPeMHUHABAIIN KbM miane6o Ha ceamura 20 (M3X0aHO HUBO). Bhpekn ToBa,
HAOII0]ABAaHOTO CPEITHO TEJIECHO TErJIO € NMO-HUCKO Ha cenMuIia 68, OTKOJIKOTO B HAYAIIOTO Ha
BeThIUTETHES ieproa (ceamura 0) (Bx. durypa 3). [lamuenTure, JeKyBaHU ChC ceMariayThn ot ceamuria 0
(BcTBIIMTENIEH TIEpHONT) JI0 ceaMuIa 68 (Kpail Ha JIEUEHUETO), Ca TIOCTUTHAIM CPeIHA MPOMSHA B TEJIECHOTO
tero -17,4%, kato HamansiBaHe Ha Terjo >5% e nmocturnato npu 87,8%, >10% e nocturnato mpu 78,0%,

>15% e nocturnaro npu 62,2% n >20% e nocturnato npu 38,6% OT Te3n NalUeHTH.

Ta6auna 7 STEP 4: Pesyaratu ot cenmuna 20 1o cenmuua 68

Cemarayrua 2,4 mg Ilnanedo

Isimata anaymsupana rpyna (N) 535 268
TesecHo TerJio

Usxonno uuso® (kg) 96,5 95,4

[powmsina (%) CIpsIMO U3XOJHOTO HUBO ' -7,9 6,9

Pasmuka (%) cipsiMo mane60’ [95% CI] -14,8 [-16,0; -13,5]* -

[Tpomsna (kg) cripsMo W3XOTHOTO HUBO -7,1 6,1

Pasmuka (kg) cipamo mane6o? [95% CI] -13,2 [-14,3; -12,0] -
O0ukoJika Ha TaauaTa (cm)

H3x01H0 HUBO 105,5 104,7

IIpoMsHa CIPAMO H3XOJHOTO HUBO' -6,4 3,3

Pasnuka cpsimo miane6o’ [95% CI] -9,7 [-10,9; -8,5]* -
CHCTOJIMYHO KPBBHO HansArane (mmHg)

13X0aHO HUBO® 121 121

TIpoMsiHA COPAMO M3XOJHOTO HHBO™ 0,5 4,4

Pasnuka cipsiMo mane6o? [95% CI] -3,9 [-5,8; -2,0]* -

* p<0,0001 (Hexopurupana 2-cTpaHHa P-CTOWHOCT) 32 MPEBB3XOJICTBO.

! MzxonHo HUBO = cexmuna 20

2 Yzuncnena upes mogen ANCOVA ¢ U3Mo/3BaHe Ha MHOKECTBO TIPUITMCAHM CTOMHOCTH Bb3 OCHOBA HA BCUYKH JIAHHM, HE3ABUCHMO OT
MPEKPaTsBAHETO HAa PAHIOMH3HUPAHOTO JICYCHHE MM 3a[I0YBAHETO Ha APYTO JICUCHHE Ha 3aTIbCTABAHE WM OapHaTPUYHA ONEpALIns.

*Tlo Bpeme Ha M3NUTBAHETO, PAHIOMU3UPAHOTO JIEYEHHE CE MPEKPATABA OKOHYATENHO TIpU 5,8% u 11,6% OT naruenTuTe, paHIOMU3UPAHU ChOTBETHO
Ha cemarnytua 2,4 mg u mnane6o. Karo ce npreme, e BCHUKH paHOMH3UPAHHU MALMEHTH Ca OCTAHAIN Ha JICYCHHE U HE Ca MOJTy4aBaln
JOMBJIHUTEIIHH TEPAINHY 32 JCUCHHE Ha 3aTIbCTABAHE, M3YHCICHUTE IPOMEHH B TEJIECHOTO TEIJIO OT PaHIOMH3UPAHETO 10 CeaAMHUIIA 68 Bb3 OCHOBA Ha
CMeCeH MOJeN 3a HOBTOPHH M3MEPBaHHUs, BKIIOUHTEIHO BCHIKH HaOIIIOJSHNS IO IBPBOTO NpeKpaTsaBaHe, ca -8,8% u 6,5% ChOTBETHO 3a CeMariIyTH]
2,4 mg u rane6o.
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-5,4 30

177 -17,4

[Ipomsna B TenecHoTo Terio (%)

MD)
Cenmunu
Wegovy [Mnaue6o MHO)eCTBEHA
excrpanonarus (ME)

Ha6H}OZ[aBaHI/I CTOMHOCTH IIpy MaUEHTH, IPEMUHAJIN BCsAKA INTAaHUPaHa BU3UTA, U U3YUCIICHUS YPE3 MHOXKECTBO IPUITUCAHU CTOMHOCTH 3a
OTIIaTHAJIA y4aCTHULIA

®urypa 3 STEP 4: Cpenna npomsina B TejiecHOTO Terio (%) ot ceqmuua 0 1o ceamuna 68

STEP 5: oannu 3a 08yeoouwen nepuoo

B 104-ceamuyHo IBOiHOCANO M3nuTBaHe 304 mamuenTH che 3aTaberasane (MTM >30 kg/m?) wmm ¢
HagHOpMeHo Terso (UTM >27 kg/m? no <30 kg/m?) u moHe e1HO, CBBP3aHO C TEMNIOTO CHIBTCTBAIIO
3a0oIsBaHe, ca paHJOMH3UPAHHN HA CEMariTyTH/I WIH Tu1ane0o0. BCHiky manueHTH ca Ha JueTa ¢ HaMaleH
KaJIOpHEH MPHUeM U MOBHUIIIeHa (M3WdecKa aKTUBHOCT 10 BpeMe Ha M3NMUTBaHeTO. Ha n3XoIHOTO HUBO
narnueHTuTe ca cbe cpened MTM 38,5 kg/m? u cpemno TenecHo terno 106,0 kg.

Jleuenuero cwe cemarnyTtua 3a 104 cemMuiy BOAM 10 MPEBB3XOKIAINI0 U KIMHUYHO 3HAYMMO HaMaJlsiBaHe
Ha TEJIECHOTO TETJIO B CpaBHEHHE ¢ mare60. Che ceMariyTHI CPETHOTO TEIECCHO TETJIO HaMaisiBa CIIPSIMO
W3XO0JTHOTO HUBO JIO ceAMHUIIa 68, ciien koeTo ce noctura miaro. C mianebo cpelHOTO TeIECHO TETJIo
HaMaJIsiBa B ITO-MaJIka CTEIICH 1 TUIaTO CE JIOCTHUTa ciaea okoio 20 ceamuIy JieueHue (k. Tadmuma 8 u
®durypa 4). [lanerTuTe, KOUTO ca JIEKYBaHU ChC CEMAriyTH] TOCTHTAT CpeTHA TPOMSIHA Ha TEIECHOTO
Teryo oT -15,2%, kato 3aryba Ha Terio ot >5% e nocrturnara npu 74,7%, >10% e nocrurHara nipu 59,2% u
>15% e mocturnara npu 49,7% ot Te3u nanueHTH. Cpen NarueHTUTe ¢ IpeJInadeTHO ChCTOSHUE Ha
M3X0HOTO HUBO, 80% 1 37% mocTHUraT HOPMOTJIMKEMUYEH CTaTyC B Kpas Ha JICYEHHETO ChOTBETHO ChC
ceMariayTua U miameoo.

Tadanna 8 STEP 5: Pesyararu Ha ceqxmuna 104

CemarayTujg Ilnane6o
2,4 mg
anata ananusupana rpyna (N) 152 152
TesecHo TerJio
Wzxomuo Huso (kg) 105,6 106,5
Tpomsiaa (%) CIpsAMO H3XOAHOTO HUBO -15,2 -2,6
Pasmuka (%) crpsivo mnane6o0’ [95% CI] -12,6 [-15,3;-9,81* | -
[Tpomsna (kg) cripsiMo M3XOTHOTO HUBO -16,1 -3,2
Paszmuka (kg) cipamo mrane6o’ [95% CI] -12,9 [-16,1; -9,8] -
[MammenTtun (%), mOCTUTHAIM HaMaIsIBaHE Ha 74,7* 37,3
TernoTo >5%"
[TarmmenTy (%), MOCTUTHAIM HAMaJisiBaHEe Ha 59,2% 16,8
Tersoro >10%’
[MammenTtun (%), mOCTUTHAIM HaMaIsIBaHE Ha 49,7* 9,2
TeraoTo >15%’
O0uko/ka Ha TaauaTa (cm)
VI3X0THO HUBO | 1158 | 1157
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CemarnyTun IInanedo
2,4 mg
[TpoMsHA CIPAMO N3XOHOTO HABO™ -14,4 5,2
Pasnuka cipsimo mmane6o” [95% CI] -9,2[-12,2; -6,2]* -
CHcT0MYHO KPBBHO HansArane (mmHg)
WzxomHO HUBO 126 125
TIIpoMsHa CHPAMO H3XOJHOTO HUBO' -5,7 -1,6
Pasnuka cripsimo wiane6o’ [95% CI] -4,2[-7,3;-1,0]* -

* p<0,0001 (Hexopurupatna 2-cTpaHHa pP-CTOHHOCT) 3a IIPEBB3XO/ICTBO.

! Usuncnena upes moaen ANCOVA ¢ u3nos3ane Ha MHOKECTBO PUIUCAHU CTOMHOCTH Bb3 OCHOBA HA BCHYKH JIAHHHU, HE3ABUCUMO OT
NIPeKpaTsIBaHETO Ha PaHIOMH3UPAHOTO JEUCHUE WM 3a[I0YBAHETO Ha APYTo JICYeHNE Ha 3aTIIECTBAHE MM OapHaTpUYHA ONepaIIHs.

2 Tlo BpeMe Ha U3MUTBAHETO, PAHIOMH3MPAHOTO JICYEHHE Ce MPEKPATABa OKOHYATENHO NpH 13,2% 1 27,0% OT NalHeHTUTE, PAHAOMU3HPAHH
CBOTBETHO Ha ceMarayTun 2,4 mg u miane6o. Karo ce nmpueme, 4e BCHUKH paHIOMU3UPAHH TAIUEHTHU ca OCTAHAIM Ha JIeYeHHe U He ca MoTyJaBaln
JOITBJIHUTEIIHU TEPAIHY 32 JIeYCHUE Ha 3aTIbCTABAaHEe, N3UNCICHUTE IPOMEHH B TEJIECHOTO TEIJIO OT PaHIOMHU3HUPaHEeTo 10 ceamula 104 Bb3 ocHOBa
Ha CMECEH MOJIEJI 32 IOBTOPHU U3MEPBaHMsl, BKIFOUMTEIHO BCUUKU HAOIIOJIEHN 10 IbPBOTO MpeKpaTsBaHe, ca -16,7% u -0,6% cboTBeTHO 32
CeMariIyTus u miane6o.

3 W3uncneHo upe3 MOJICIT Ha 6HHapHa perpecus Bb3 OCHOBA Ha ChllaTa NpOoLEAYypa Ha IPUITHCBAHE HA CTOﬁHOCTH, KaKTO IIpU IbPBUYHHUSA aHAJINU3.

-1,9 26

-15,2
-15,9

[TpomsHa B TenecHoTo Teruo (%)

p
Cenmunu 470

MHoxecTBeHa

Wegovy [nane6o excrpanonarust (MI)

Ha6moaaBanu croiitHocTH TIpy NAUEHTH, IPEMHUHAIIM BCIKA IUIAHMPAaHa BU3UTA, U U3YHUCIICHUS YPE3 MHOKECTBO IPUITHUCAHU CTOWHOCTH 3a
OTITaTHAINA Y4aCTHULIN

®urypa 4 STEP 5: Cpeana npoMsiHa B TeJiecHOTO Ter10 (%) ot cenmuna 0 1o ceqmuua 104

STEP 8: Cemaznymuo cnpsamo aupaznymuo

B 68-cenMuuHO paHIOMU3HPAHO, OTKPHUTO, IUIANE00-KOHTPOIUPAHO U3IMUTBAHE MO JBOWKH 338 mamueHTH
cbe 3araberasane (MTM >30 kg/m?) mwu ¢ magaopmero Terso (MTM >27 kg/m? o <30 kg/m?) u moue
€/IHO, CBBP3aHO C TETJIOTO ChITHTCTBAIIO 3a00JIIBaHe, Ca PAHJOMU3HPAHH HA CEMATTyTH]T BEAHBXK CEIMHUYHO,
TUparTyTu] 3 MY BeAHBXK THEBHO WK Tutane6o. CeMariayTHa BeIHBK CEIMUYHO M TUPariTyTu 3 Mg ca
OTKPHTH, HO BCSAKA IPyIia Ha aKTUBHO JICUEHUE € TBOWHO3ACIIENIeHA CIPSIMO Tu1ane0o, MprUiIoKeHO ChC
ChINaTa YECTOTA HAa Mpuiiarane. BcHuky manpieHTH ca Ha AUeTa ¢ HaMajleH KAJIOPUEH MPUEM U TTOBUIIICHA
(hn3nyecka akTHBHOCT 110 BpeMe Ha M3MHUTBaHeTo. Ha M3X0MHOTO HUBO MaIMEeHTUTe ca cbe cpeaeH MTM
37,5 kg/m? u cpenno Tenecuo Terno 104,5 kg.

JleueHnuneTo cbc ceMariayTUA BEAHBK CEIMUYHO 32 68 ceAMMIIM BOAU A0 MPEBB3X0KAALI0 U KIMHUIHO
3HAYUMO HamallsBaHEe Ha TEJIECHOTO TETJIO B cpaBHEHHE ¢ upariayTua. ChC ceMariyTH] CPEAHOTO TeIECHO
TErJI0 HaMaJIABa CIPSIMO U3XOAHOTO HUBO 10 ceamunia 68. C TupariyTH] CPEAHOTO TEIECHO TETII0 HaMallsiBa
B Io-Mavika creneH (Bxk. Tabmura 9). 37,4% oT manueHTuTe, JISKyBaHH ChC ceMarayTuy ryost >20% B
cpaBHeHue ¢ 7,0% ot jekyBanute ¢ nupariytua. B Tabnuma 9 ca mokasanu pe3ynraTtute 3a
MOTBBPAUTETHATE KpaiHU TOUKH >10%, >15% n >20% 3ary0Oa Ha TerIo.

20



Ta6auua 9 STEP 8: PesyaraTu ot 68-ceaMU4HO U3NMTBaHE, CPABHSIBALIO CEMATJIYTH] C JHPATITYTH]

Cemaruaytujg Jlupariayrug
2,4 mg 3 mg
Isimata ananmm3upana rpymna (N) 126 127
TesecHo TerJio
Wzxonuo Huso (kg) 102,5 103,7
[pomsna (%) cIpsMO U3XOAHOTO HHBO™ -15,8 -6,4
Pasmuka (%) cpsivo muparaytu [95% CI] -9,4 [-12,0;-6,8]* | -
[TpomsiHa (kg) cipsiMO M3XOJTHOTO HUBO -153 -6,8
Paszmuka (kg) cipsamo muparaytunt [95% CI] -8,5[-11,2;-5,7] -
[Manuentu (%), MOCTUTHAIM HAMaJIsIBAaHE HA 69,4%* 27,2
Teryoro >10%’
[MammenTtun (%), mOCTUTHAIM HaMaNIsIBaHE Ha 54,0* 13,4
Ternoro >15%"
[Manuentu (%), MOCTUTHAIM HAMAJIsIBAaHE HA 37,4% 7,0
Teryoro >20%"

* p<0,005 (HexopurupaHa 2-CTpaHHa p-CTOHHOCT) 3a IPEBB3XOJCTBO.

! Usuncnena upes monen ANCOVA ¢ u3noszane Ha MHOKECTBO PUIUCAHU CTOMHOCTH Bb3 OCHOBA HA BCHYKH JIAHHHU, HE3ABUCUMO OT
NIPeKpaTsIBaHETO Ha PaHIOMH3UPAHOTO JEUCHUE WM 3a[I0YBAHETO Ha JAPYTo JICYeHNE Ha 3aTIIBCTBAHE MM OapHaTpUYHA ONeparlysl.

2 Tlo BpeMe Ha U3MUTBAHETO, PAHIOMHU3UPAHOTO JICYEHHE Ce MPEKPATIBA OKOHYATENHO npH 13,5% u 27,6% OT NalMeHTUTE, PAHIOMU3UPAHU
CBOTBETHO Ha ceMariayTun 2,4 mg u nupariaytun 3 mg. Karo ce npueme, ye BCHUKH paHIOMH3HUPAHH [ALMEHTH Ca OCTAHAIN Ha JICYCHHE U HE ca
T0JTy4aBajIn TOITBIHUTEHH TEPAIINH 3a JICUYCHNE HA 3aTIIBCTSABAHE, N3UHMCICHNTE IIPOMEHH B TEIECHOTO TETJIO OT PAaHIOMH3UPAHETO JI0 ceaMHUIa 68
BB3 OCHOBA Ha CMECEH MO/ 33 HOBTOPHH H3MEPBaHMU, BKIIOYUTEIHO BCHIKN HAOIIOAEHHS 1O IBPBOTO MpeKpaTsBane, ca -16,7% u -6,7%
CBHOTBETHO 3a ceMariayTuz 2,4 Mg u aupariayTug 3 mg.

3 Vi3umcreHo upe3 Mojiesl Ha OMHApHA Perpecks Bb3 OCHOBA Ha ChIATa MPOIENypa Ha MPUIUCBAHE HA CTOIHOCTH, KAKTO TIPH TPBUYHHUS aHAJIH3.

STEP 9: Koumpon na meenomo npu nayueHmu ¢ 0Cmeoapmpum Ha KOJASSHOMO

B 68-cenmMuuno nBoiHoCHANO n3nuTBane 407 MaMEHTH ChC 3aTIBCTIBAHE U YMEPEH OCTE0apTPUT Ha
koJstHOTO (OA) Ha €JHOTO WIIM JBETE KOJICHA Ca PaHJIOMU3HPAHU Ha CEMariTyTH]I WM IIare0o, KaTo
JIOTIBJIHEHUE KbM KOHCYJTHPAHE 3a IMeTa ¢ HaMaJIeHO ChIbP)KaHUE Ha KaJOPHH U TIOBUIIICHA (hU3HYECKa
akTUBHOCT. EQeKThT OT ieueHneTo BEpXy Oonikara, cBbp3ana ¢ OA Ha KOJISHOTO, € OISHEH 0 MHJCKCa
Western Ontario and McMaster Universities Osteoarthritis 3.1 (WOMAC). To3u uHIEKC e IpeTHa3HavYeH aa
OIICHU TIPOMEHHUTE B CUMIITOMHUTE U (DYHKIIMOHMPAHETO HA JOJHUTE KPAHUIIM, CBBP3aHU C JICUCHUETO TIPH
naruenT, crpagamy oT OA Ha Ta3o0eIpeHara cTaBa u/Win KOJISIHOTO. Ha M3X0THOTO HMBO MAIIMEHTUTE ca
umanu cpeaes U'TM 40,3 kg/m2 u cpenHo TenecHo Terio 108,6 kg. Beuuku manuenT ca uMany KJIMHAYHA
muaraoza OA Ha KOJITHOTO ChC CPETHO M3XOAHO HUBO Ha mHAeKca 3a 6omxka WOMAC 70,9 (1o ckana 0-
100).

JleyeHHETO ChC ceMariayTH]I B MPOABIDKCHHE HAa 68 CEMHUITN BOJIHU JIO MIPEBH3X0CTBO U KIMHUYHO 3HAYUMO
HaMaJeHHUE Ha TEJIECHOTO TETJI0 B cpaBHEHUE ¢ Tuianebo (Bmwkre Tabmuma 10).

JleueHueTo ChC ceMariayTH I MTOKa3Ba KIMHUYHO 3HAYMMO NoJ00peHne Ha cBbp3aHara ¢ OA Oomnka B
KOJITHOTO B cpaBHeHHe ¢ tuiane6o (Bmwkre Tabmuma 10). [TomoOpenusta B 6o1kaTa, cBbp3aHa ¢ OA Ha
KOJISTHOTO, ChC CEMAriIyTH/] ca TIOCTHI'HATH Oe3 yBeNn4yaBaHe Ha yrnorpebara Ha JiekapcTBaTa 3a 0oJika.
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Ta6auna 10 STEP 9: PesyaraTtn na ceamuna 68

Cemarayrua 2,4 mg | Ilnane6o

Istmata anamm3upana rpymna (N) 271 136
TeJiecHO TerJio

Wzxonno HuBo (kg) 108,7 108,5
IpomsHa (%) COPSAMO U3XOJHOTO HUBO' 2 -13,7 -3,2
Pasmuka (%) cipsmo miane6o’ [95% CI] -10,5[-12,3; -8,6]* -
[Maruentu (%), MOCTUTHATN HaMaJsIBAaHE Ha 85,2* 33,6

Ternoro >5%>

WOMAC unpgekc 3a 6oaka*

U3xomqH0 HUBO 72,8 67,2
ITpoMsiHA CIPSAMO M3XOHOTO HUBO -41,7 -27,5
Pasmnka cipsimo mane6o” [95% CI] -14,1[-20,0, -8,3]* -
[Maruentn (%) MOCTUTHAIN KITMHUIHO 59,0 35,0

3HAYNMO Nof00perHe ' °

* p<0,0001 (Hexopurupana 2-cTpaHHa p-CTOHHOCT) 3a IPEBB3XO/ICTBO.

! Usuncnena upes monen ANCOVA ¢ u3nos3ane Ha MHOKECTBO MPUIUCAHU CTOMHOCTH Bb3 OCHOBA HA BCHYKH JIAHHHU, HE3ABUCUMO OT
MIPeKpaTsIBaHETO Ha PaHIOMH3UPAHOTO JIEUYCHHUE WIN 3aII0YBAHETO Ha JAPYTo JEeUYCHUE Ha 3aTIBCTABAHE WU IPYTH HHTepBeHIMN Ha OA Ha KOJISIHOTO
U HE3aBHCHMO OT CIIa3BaHETO Ha IEPHOJIa HAa OYMCTBAHE Ha JIEKAPCTBOTO 32 60JKa (OCIECAHOTO € IPHIIOKHUMO camo 3a cBbp3aHa ¢ WOMAC kpaiina
Touka). [To BpeMe Ha U3NUTBAHETO PAHAOMH3UPAHOTO JE€UCHUE € OKOHUATETHO MpeKkpateno mpu 12,5% u 21,3% ot nanueHTuTe, paHIOMU3UPaHU
CHOTBETHO Ha ceMariyTux 2,4 mg u mianeto.

2 Bb3 OCHOBa Ha CMeceH MOJIell Ha TIOBTAPSIIH CE H3MEPBAHMUS, KaTo ce TIPUEMA, Y€ BCHUKH PaHIOMU3MPAHH NAIMEHTH Ca OCTAHAITH Ha JIEYeHHE U He
ca MOJIyYH/IN AOIBJIHUTEIHN TEPallHU IPOTHB 3aTIbCTABAHE UM JIOMBIHUTEIHH HHTepBeHIMN Ha OA Ha KOJSIHOTO U Ca CIa3HJIM [epHOa Ha
OYHCTBaHE Ha JieKapcTBaTa 3a 00JIKa (IOCIEIHOTO € IPHIIOKHUMO caMo 3a 6oika, cBbp3aHa ¢ OA Ha KOJISTHOTO), BKJIFOYHTEIHO BCHYKU HaOIIIOJCHHS
10 ITbPBOTO NPEYCTAaHOBSIBaHE, U3YMCIIEHUTE IPOMEHHU OT U3XOJHOTO HUBO 110 ceAMHLA 68 3a TenecHOTOo Teruo ca -14,5% u -2,3% (CboTBETHO
cemarinytua 2,4 mg u anedo) u 3a uHaekca 3a 6osnkata o WOMAC: -43,0 u -28,3 (cboTBeTHO, cemarnyTiy 2,4 mg u mianebo).

3 VI34mcieHo 9pe3 Mojiesl Ha JIOTHCTHYHA PETPECHS Bb3 OCHOBA Ha ChINaTa Mpollelypa Ha IPHUITMCBAHE Ha CTOWHOCTH, KAKTO NPU TbPBUYHHS aHAIU3.
* Unnexcute WOMAC ca npescrasenu B ckana ot 0-100, KaTo Mo-HUCKHUTE pe3yJ/ITaTH MPeICTaBIsABAT MO-MAJKO yBPEK/IaHE.

® [IpomsinaTa B uHjeKca 3a 60s1ka o WOMAC ot < -37,3 e u3nonssaHa KaTo IIpar 3a 3HauuMo 1ojo6penue. [IparsT e mosydeH OT JaHHH OT
M3IUTBAHETO Ype3 U3IOJ3BAHETO Ha ,,anchor-based methods”.

Edbexm 6vpxy menecnama cmpyxkmypa

B nogmpoyuBane va STEP 1 (N = 140) TenecHara CTpyKTypa ce H3MEpBa Upe3 U3MOI3BAHETO Ha
JBOWHOEHepruitHa peHTreHosa abcopbuuomerpus (dual energy X-ray absorptiometry, DEXA). Pesynrarure
ot orienkara ¢ DEXA mnoka3ssar, ye Je4eHHETO ChC CeMariyTH/ € ChITBTCTBAHO OT IO-TOJIIMO HaMaJIsIBaHEe
Ha Macara Ha TeJICCHUTEe Ma3HHHHU, OTKOJIKOTO HAa MYyCKYJTHATA Maca, KOETO BOJU JI0 MOJI00psABaHe HA
TeJIeCHaTa CTPYKTypa B CpaBHEeHHe ¢ Tuiare6o ciex 68 ceqmuii. OCBeH TOBa, HAMANIIBAHETO Ha 00mIara
Maca Ha TeJIECHUTE Ma3HUHH € MPUIPYKEHO OT HaMAJIsIBaHe Ha BHCIIEpAIHATa MacTHA ThKaH. Te3n
pe3yiTaTH MPEOoJarat, 4e Mo-rojiiMara 4acT OT 00II0TO HaMalIBaHe Ha TErJI0 CE ABDKH Ha HAMAIIBaHEe
Ha MacTHaTa ThKaH, BKIIIOUYMTEITHO Ha BHCIEPATHATA MACTHA THKaH.

Iloodobpenue na gusuueckume Gyuxyuu

CemarnyThj Moka3Ba Majiko MOJA00pEHUE B CKOPOBETE 3a OlICHKA Ha (usnueckuTe GyHKIUH. DU3HIECKUTE
(hyHKI[MH ca OLIEHCHH ¢ U3I0JI3BaHE KaKTO Ha OOIIUS BBHIIPOCHUK 33 CBBP3aHO ChC 3]JPaBETO KAUECTBO Ha
KUBOT, ,,Short Form-36v2 Health Survey, Acute Version® (SF-36v2), Taka u Ha crieriupuuHus 3a
3aTIBCTSBAHETO BBIIPOCHHUK ,,Impact of Weight on Quality of Life Lite Clinical Trials Version“ (IWQOL-
Lite-CT).

Covpoeunocv006a oyenka

SELECT: Usnumeane 3a cop0eynocvb006u pe3yimamuy npu RAYUeHmy ¢ HAOHOPMEHO me2io uiu
3AMIbCMABAHE

SELECT e panmoMu3upaHo, ABOWHOCIAIIO, Tane00-KOHTPOIMPAHO, HACOYBAHO OT CHOUTHS M3IUTBAHE,
KOETO BKMI04Ba 17 604 TalMeHTH ¢ yCTaHOBEHO ChPAEYHOCHI0BO 3ab0maBane u UTM>27 kg/m?,
[NaruenTure ca panmoMusupanu Ha cemarnytun 2,4 mg (n=8 803) nnm Ha mane6o (n=8 §01) B qombIIHEHHE
KBM CTaHIapTHOTO JieueHune. CpeqHOTO BpeMe B M3NMUTBaHETO € 41,8 Mecera. JKu3HeH cTaTyc € HaIM4deH 3a
99,4% oT y4acTHHUIMTE B U3MUTBAHETO.

22



[Ipoy4uBanaTa momymnanus ce CbcTou OT 27,7% MalueHTH OT MKEHCKU 1Mo U 72,3% MalMeHTH OT MBXKKH 10,
Ha cpeHa Bh3pact 61,6 roauan, BKItounTe Ho 38,2% narnuenty > 65 roquan (n=6 728) u 7,8% namuenTu
> 75 romgunn (n=1 366). Cpenausat UTM e 33,3 kg/m?, a cpennoTo TemecHo Terio e 96,7 kg. Tamuentu ¢
aHaMHe3a 3a quadeT Tull 1 1 i 2 ca U3KII0YEHH.

[IspBuYHaTa KpaiiHa TOYKA € BPEMETO OT PaHIOMH3UPAHETO A0 IbpPBaTAa MMOSBA HA TOJIEMH HEXKeJIaHH
cbpaeuHochaoBU crouTHst (MACE), neduHrnpana kaTo chcTaBHA KpalfHa TOUYKA, ChCTOSIIA CE OT
ChPJICYHOCH0BA CMBPT (BKJIIOUUTEIIHO HEYCTAHOBCHA MTPUYUHA 32 CMBPTTA), HEJICTAICH MUOKAP/ICH
nH(DAPKT WM HeJleTalneH HHCYNT. [IspBrUYHaTa KpaliHa Touka, BpemeTo 10 mbpBoTo MACE, ce HaGmogaBa
mpu 1 270 ot 17 604 marmentn, Brouenn B m3nutBaneTo SELECT. Io-korkpetno 569 mepsu MACE
(6,5%) ca peructpupanu cpen 8 803 manueHTH, IEKyBaHU ChC CEMariyTul, B cpaBHeHue cbe 701 mbpBU
MACE (8,0%) cpen 8 801 manmenTu, nexyBanu ¢ miaredo. Oomo 63 (11,1%) ot mepBotro MACE mpu
cemaraytua u 80 (11,4%) mpu turane6o ca HeycTaHOBEHA ITPUYMHA 32 CMBPTTA.

[IpeBB3xoacTBOTO Ha cemarnyTun 2,4 mg cupsmo riane6o 3a MACE e noTBbpAeHO ¢ KOS(UIMEHT Ha PUCK
0,80 [0,72; 0,90][95% CI], croTBeTCTBaIIO Ha HamMalleHue Ha oTHocuTenHus puck 32 MACE ¢ 20% (Bx.
®urypa 5). EdexThT Ha Bcekr KOMIIOHEHT BbpXy HamamsBaneto Ha MACE e nokazan Ha @urypa 6.
Hamanssanero na MACE npu cemarnytun 2,4 mg He € NOBIUSHO OT Bb3pacT, M0, paca, ETHUYECKa
npuHauiexsoct, M'TM Ha U3X0JHO HMBO MJIM HUBO Ha yBpeXKAaHe Ha ObOpeuHaTa pyHKIMS.

AHanmu3bT HA CHPJCYHOCHAOBATa CMBPT (I'bpBaTa MOTBBPIKIaBallla BTOPUYHA KpaifHa TOYKa) BOAM JI0
koedwurment Ha puck 0,85 [0,71; 1,01][95% CI].

10 o

Ilnaueoo

Sema 2,4 mg

HR: 0,80
95% CI[0,72 - 0,90]

ITaruenTtu cse cpoutHe (%)

0 6 12 18 24 30 36 42 48

Mauuenty B pck Bpeme 0T paHIOMH3MpaHETo (MECEIIH)

Cemaraytua 2,4 mg 8 803 8 695 8561 8427 8254 7229 5771 4126 1734
Inanedo 8 801 8 652 8 487 8326 8164 7101 5660 4015 1672

JlaHHY OT epuozia Ha M3NMUTBaHeTo. M3uncleHnsaTa Ha KyMy/IaTUBHATa Y€CTOTA C€ OCHOBABAT Ha BPEMETO OT paHAOMU3HpaHeTo 10 mbpBoTo MACE,
notBepeHo oT EAC, ¢ He-CV cMBpT, MoJlenpaHa KaTo KOHKYpeHTeH puck 1o Aalen-Johansen. Yuactaunure 6e3 cOUTHS, IPEACTABIIBAIII
HHTEpec, ca LICH3yPUPaHH B Kpask Ha TEXHHS NIePHOJ Ha HAaOMIOIeHNe B H3NMUTBaHeTo. Bpemero oT pangomusupaneTo 1o mspBoTo MACE e
aHAIM3MUPaHO upe3 Mozena Ha Cox 3a MPOHOPIUOHAIHOCT Ha PHCKa, C JICUEHHETO KaTo KaTeroprueH pukcupan ¢akrop. KoeduuenTsT Ha puCcK 1
JIOBEPUTEITHUAT HHTEPBAJ ca KOPUIHPAHU 3a IPYIIOBHS IOCIENOBATENICH JU3aifH, KaTo € H3I0JI3BaHO IOJApeXkIaHe Ha KOSHIIUSHTHTE CIIOPe]
BeposATHOCTTA. AGciucara e cbkpareHa Ha 50 Mecena, koraTo npuoan3utenHo 10% oT momysanusaTa Bce Olle € B M3MUTBAHETO.

HR: xoedunuent Ha puck Cl: [JoBepurenen untepsan, Sema 2,4 mg: cemaraytun 2,4 mg.

CV: cepareunocsaosu, EAC: komucus 3a otieHka Ha cb0uTnsi, MACE: TossiMO HE)XeJIaHO ChPJCYHOCHI0BO CHOUTHE.

®urypa S: I'papuka Ha PyHKIMS 32 BpEMeTO OT PAaHAOMHU3HPAHETO 10 IbPBATA 0B HA
kymyaatusHo MACE
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Bpoii cuouTHs/
AHATM3HPAHH Y4ACTHHIH

(Sema 2,4 mg;
HR [95% CI] Inanedo)
[TbpBHYHA KpaiiHa TOUKA 1 KOMIOHEHTH
[IppBHYHA KpaiiHa TOUKa = 0,80 [0,72; 0,90] 569/8 803; 701/8 801
ChpaeyHOCHI0BA CMBPT —— 0,85[0,71; 1,01] 223/8 803; 262/8 801
Hedaranen Muokapaes HEQapKT — 0,72 [0,61; 0,85] 234/8 803; 322/8 801

Hedaranen nacynt —— 0,93[0,74; 1,15] 154/8 803; 165/8 801

BropuuHu noTBBpKAABAILM KPAaHHU TOUKH

Komnozutha ChbpJI€UHa HEAOCTATBYHOCT I—l—' 0‘82 [0171; 0’96] 300/8 803; 361/8 801
B nonsa na
B nomsa na
CMBDT 110 KaKBaTo 1 i3 € IPHIHHA Sema24My g Mane6o 0,81[0,71; 0,93] 375/8 803; 458/8 801
1 1 I LI
0,4 0,6 1 14 2

JlaHHM OT nepro/ia Ha U3IUTBAaHETO. BpeMeTo oT paHA0OMU3UpaHETO 10 BCAKa KpaliHa TOUKa € aHaIu3upaHo ype3 Mojena Ha Cox 3a
[POIOPLUOHAIHOCT Ha PHCKA, C JICICHHETO KaTo KaTeropreH dukcupan dakrop. YuactHunuTe 6€3 CHOUTHS, IPEACTABISIBAILN HHTEPEC, ca
LIEH3YPUPaHU B Kpasi Ha TeXHHs NPoOeH nepro. 3a mppBruyHara kpaiina Touka HR u CI ca kopurupanu 3a TpymnoBus ocjaeoBaTelleH An3aiiH, KaTo
ce M3I10J13Ba OPEeXKIaHe Ha KOe(UIUEHTHTE CIIOPE BEPOSITHOCTTA. BTOpHYHUTE KpaifHi TOUKH HE ca KOHTPOJIUPAHH 32 MHOXKECTBEHOCT.
Chpe4yHOChI0BaTa CMBPT BKJIOUBA KAKTO ChPJEYHOCH/I0BA CMBPT, TaKa U HEYCTAaHOBEHA IIPUYMHA 33 CMBPTTA.

HR: xoedunuent Ha puck CIl: [JoBepurenen untepsain, Sema 2,4 mg: cemaraytun 2,4 mg.

CV: cbpareunocsnoB, MI: nndapkr Ha muokapaa, KommnosurtHa cepaeuna HepoctarbunocT (CH), cbeTosima ce ot xocnuraiu3anus nopanu CH,
crienmHo noceuenue npu CH nimm cbpaeyHoch10Ba CMBPT.

®@urypa 6: /luarpama Ha Forest 3a BpemeTo 0T panioMu3MpaHeTo A0 mbpBaTta nosasa Ha MACE,
koMnoHeHTH Ha MACE u BTOpMYHM NOTBBPAKAABAIN KPAHA TOYKH

SUSTAIN 6. Hsnumeane 3a copoeynocv006u pe3yamamu npyu nayuenmu ¢ ouabem mun 2

B m3nurBaneTro SUSTAIN 6, 3 297 nanueHTH ¢ HEAOCTATHYHO T00OpE KOHTPOIHPaAH MuabeT THIT 2 U ¢ BUCOK
PHUCK OT ChPACYHOCHIOBU CHOUTHS ca paHAOMHU3UpaHn Ha ceMariryTua 0,5 mg uimu 1 mg moaKokHO BETHBK
CEIMUYHO, WX TJI1arie60 B JOMBIHEHUE KbM CTAHIAPTHOTO JicueHue. [IpoabIKUTEIIHOCTTa Ha JICYCHUETO €

104 cexmumu. CpenHaTa BB3pacT e 65 roaunm, a cpeaauat UTM e 33 kg/m?,

[IspBHYHaTa KpaiiHa TOUKA € BPEMETO OT PaHIOMHU3UPAHETO J0 ITbpBaTa M0sIBa Ha TOJISIMO HEKEIaHO
cbpaeuHochA0Bo chouTne (MACE): chpliedHochI0Ba CMBPT, HepaTalleH MUOKapAeH HHPAPKT MU
HedaraneH uacyar. O0musat 6poit Ha MACE e 254, crotBetHO 108 (6,6%) pu cemarnytun u 146 (8,9%)
TIpH T1a1e0o0.

JlanHHTE IO OTHOIIIEHHE Ha OE30IIACHOCTTA 32 ChPJIEYHOCHIOBATA CUCTEMA TP JICUSHHUE ChC CEMarTyThT
0,5 mmm 1 mg ce moTBBpkIaBa, Thil KaTo KoeurmeHTHT Ha (HR) 3a cemaryTua cripsimo murarie6o e 0,74,
[0,58, 0,95] [95% CI], B pe3yaTaT OT HaMaJIsIBAHE Ha YECTOTaTa Ha HedaTaleH UHCYIT U HedaTalieH
MHUOKapJieH HHGapKT 0e3 pasinka B ChpIeYHOCHA0BaTa CMBPT (BK. Purypa 7).
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HR: 0,74
95% C10,58: 0,95

Tanuentu cve croute (%)

Bpoii yuacTHHIH B PHCK
CemarayTujg

Ilaanedo

Bpeme ot panzoMusupaseTo (ceamuiia)

CemarnmyTupg [Tnane6o

®@urypa 7: Kpusu Ha Kaplan-Meier 3a BpemeTo 10 NbpBaTa NOsiBa HAa CbCTABHUA pe3yJITaT:
ChPAECYHOCHAOBA CMBPT, HedaTaneH MUOKapAeH HHGpapKT Wik HepaTaaeH uHcyaT (SUSTAIN 6)

STEP-HFpEF u STEP-HFpEF-DM: M3numeanus 3a ¢pynkyuonainu pe3yamamu npu nayueHmiy coC
CHPOeUHA HeOOCMAMBbYHOCH ChC 3anasena hpakyus na usmaackeane bes u ¢ ouabem mun 2

B aBe 52-cenMu4HM ABOMHOCHENH KJIMHUYHU MU3NMUTBAHUS 529 MallMeHTH ChC CBbP3aHa ChC 3aTIBCTIABAHETO
ChpJieuHa HeJIOCTaThUHOCT Che 3arazeHa ¢pakmnus Ha uztnacksane (STEP-HFpEF) u 616 naunenTtu cbe
cBbp3aHa cbe 3aTrbeTsaBane HFpEF u qua6er tun 2 (STEP-HFpEF-DM) ca pannomusupanu na Obnat
JIEKYBaHH ChbC ceMariyTua 2,4 Mg uiu mianedo BeJHbX CEAMUYHO B AOIMBIHEHHE KbM CTaHIAPTHOTO
JIeUYeHHe.

Ha u3zxoanoro nuBo B HFpEF m3nurBanusta cbe cemarnytug 66,2% u 70,6% oT nmauveHTuTe ca
knacudunupanu karo xiac Il na Hroiiopkckara xapauonorundana acormanmst (NYHA), 33,6% u 29,2% ca
kiac 11l mo NYHA u 0,2% u 0,2% ca xiac IV o NYHA, 8 STEP-HFpEF u STEP HFpEF-DM croTBeTHO.
Cpennara Bb3pact € 68 TOAWHM U B IBETE U3MUTBAaHU, CpEAHATa JeBOKaMepHa (hpaKuys Ha N3TJIACKBAHE
(LVEF) e 6una 57,0% u 56,0%, a cpexausat UTM e 6un 38,5 kg/m? u 37,9 kg/m?. Mianureanero STEP-
HFpEF Bxmousa 56,1% xenn, nokaro B STEP-HFpEF-DM 44,3% ca >xenu. ['onsiMa yacT OT manueHTUTe ca
OWIN Ha ChPJICYHOCHIOBH JICKAPCTBA, BKIFOUUTENHO ~ 81% Ha nuyperunu, ~ 81% Ha Oera-0mokepu, ~ 34%
Ha WHXUOWUTOPH Ha aHTHOTeH3uH KoHBepTHpawus eH3uM (ACE) u ~ 45% Ha aHTMOTEH3MH peLenTOPHU
omokepu (ARB).

B STEP-HFpEF-DM nanuenTute ChIIO ca MmoyyaBajly cTaHIApTHH JeKapcTBa 3a MOHWKaBaHEe Ha
IJII0K03aTa, OT KouTo 32,8% ca IeKyBaHU ¢ HHXHOUTOP Ha HATPUEB/TIIIOKO3eH KoTpaHcmopTrep-2 (SGLT-21)
n 20,8% ca nexyBaHH ¢ HHCYJIHH.

JleyeOHMAT edeKT Ha ceMartyTun 2,4 My BbPXY CHMITOMHTE Ha ChP/ICYHA HEJOCTATHUHOCT € OLIEHEH Upe3
KJIMHAYHUS 00001IIeH pe3yJITaT OT BRIIPOCHHKA 3a kKapauomuonatus Ha Kanzac Cutu (Clinical Summary
Score of the Kansas City Cardiomyopathy Questionnaire, KCCQ-CSS), xoiiTo BK/Ir04Ba 00JacTUTE Ha
CUMIITOM (4YECTOTA U TEXKECT) U u3ndecko orpanndeHue. Pesynrarst Bapupa ot 0 1o 100, kaTo no-
BHCOKHTE PE3yJTATH MPECTABISIBAT MO-T00pO 3[paBOCIOBHO ChCTOsIHUE. JIeUeOHUMSIT eheKT Ha ceMarimyTH
2,4 mg BepXy 6-MHUHYTHO pa3cTosHue 3a XxonaeHe (6MWND) e onienen upe3 Tecta 3a 6-MUHYTHO XOJCHE
(6MWT). Bazosute croitnoctn Ha KCCQ-CSS u 6MWD oTpazsiBaT CHIIHO CHMIITOMaTHYHA MOy JIAIHS.

W B n1BeTE M3MHUTBAHUS JICUCHUETO CHC CEMArTyTH] 2,4 MQ BOAH 10 eeKT Ha IPEBH3XOCTBO KAKTO B

KCCQ-CSS, raka u 8 6MWD (Tabmuua 11). HabmrogaBaT ce moa3u KakTo MPH CHMITOMHU Ha ChpJIe4Ha
HEIOCTAThYHOCT, TaKa U MPH (HU3NIecKa QyHKIHSL.
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Ta6muma 11 Pesyaratu ot 6MWD, KCCQ-CSS 1 TejtecHO Terio oT aBeTe 52-ceIMUYHI
panpomusnpanu u3nursanus (STEP-HFpEF n STEP-HFpEF-DM)

STEP-HFpEF STEP-HFpEF-DM
Cemaraytup | [lnane6o  |Cemarayrua ([Lnanedo
_ 2,4 mg 2,4 mg
IlsnaTta ananu3upana rpyna (N) [ 263 266 310 306
KCCQ-CSS (pe3yJrar)
U3x01H0 HUBO (cpez[HO)1 57,9 55,5 58,8 56,4
[IpomsHa cTIpsSIMO U3XOTHOTO 16,6 8,7 13,7 6,4
HUBO>
Pasnuka cipsimo wiane6o’ 7,8 [4,8;10,9] 7,3 [4,1; 10,4]
[95% CI]
[Mammenty (%), HOCTUTHAIH 43,2 32,5 42,7 30,5
3HAYMTETHA NPOMSIHA’
6MWD (meTpu)
W3X01HO0 HUBO (cpeaHo)* 319,6 314,6 279,7 276,7
[IpomsHa cipsIMO U3XOTHOTO 215 1,2 12,7 -1,6
HUBO>
Pasnuka cipsimo wiarne6o’ 20,3 [8,6; 32,1] 14,3 [3,7; 24,9]
[95% CI]
[Mammenty (%), mOCTUTHAIH 47,9 34,7 43,8 30,6
3HAYUTETHA npoMsHa®
TeJiecHO TerJio
M3X01HO HUBO (kg)l 108,3 108,4 106,4 105,2
[Ipomsna (%) cpsmo -13,3 -2,6 -9,8 -3,4
M3XOHOTO HHBO?
Pasnuka (%) crpsivo miane6o® |-10,7 [-11,9; -9,4] -6,4 [-7,6; -5,2]
[95% CI]

! HabxroaBao CpeiHo HHUBO.

2 YMzuncnena upes mogen ANCOVA ¢ U3MoJ3BaHe Ha MHOKECTBO TIPUNIMCAHK cToiHOCTH M 32 KCCQ u 6MWD, ChIo M ChCTABHH NPUITMCAHH
CTOIHOCTH Bb3 OCHOBA Ha BCHYKH JaHHH, HE3aBHCHMO OT IIPEKPATABAHETO HA PAHAOMU3UPAHOTO JICYCHHE MM 3alI0YBAHETO Ha APYToO JICYCHUE Ha
3aTJTBCTSIBAHE WIM OapHaTPHIHA OIEPals.

3 Tlpar Ha 3HAaUMTENHA NPOMSHA Cpe/l ManueHTute oT 17,2 Touku 3a usnureane STEP-HFpEF u 16,3 Toukn 3a usnutsane STEP-HFpEF-DM
(mosy4eHo upe3 U3Moia3BaHeTo Ha ,,anchor-based method”, 6azupan Ha nonobpenue B 1 kareropus B PGI-S (Patient Global Impression of Status).
IMponenTHTe ca 6a3upaHy Ha YYaCTHHUIU ChC 3a0€IIeKKa ITPH TTOCEIEHHUETO.

*TIpar Ha 3HAUMTENTHA IPOMsIHA Cpe/l ManueHTute ot 22,1 MeTpa 3a usnureane STEP-HFpEF u 25,6 MeTpa 3a usnuteane STEP-HFpEF-DM
(mosy4eHo upe3 M3MoJa3BaHeTo Ha ,,anchor-based method”, usnon3gaiiku ,,ymepeno nogodpenue” B ckanara PGI-C (Patient Global Impression of
Change). IIponienTrTe ca 6a3upaHn Ha yJaCTHHUIM ChC 3a0€IeKKa IPH MOCEIEHNUETO.

Ilon3aTa ot IeueHHETO HA ceMariyTua CupsmMo rmaue6o € IIOCTOsIHHA BBB BCUYKH cy6n0r[ynau1/m,

oTpeneNieH: 1o Bb3pacT, noi, UTM, paca, eTHHYecKa IPUHAUIEKHOCT, PErHOH, CUCTOINYHO KPBBHO
Hanarade (SBP), LVEF u cemrpTcTBaIIa Tepanus 3a ChpJedHa HeJOCTaThUHOCT.

[lenmarpryna nomyiamus

EBporeiickara areHnus 1o JiekapcTBaTa oTiiara 3aJbbKeHHETO 3a IPEIOCTaBsIHE Ha Pe3yATaTUTE OT
npoyuBanusTa cWegovy B eHa WM NOBEYE MOATrPYIH Ha MeAUaTpUYHATA TOMYJIalus 3a JIeueHHe Ha
KOHTPOIT Ha TETJIOTO (BX. Touka 4.2 3a HHPOPMAIII OTHOCHO YIIOTpeOa B IEANATPHUATA).

STEP TEENS: Koumpon na meanomo npu nayuenmiy 6 I0HOULeCKd 8b3pach

B 68-cenqmuuno nBoiiHocso u3nutBane 201 roHomm B mybepreT, Ha BB3pacT 12 10 <18 roauHu, cbe
3aTIBCTABAHE WM HATHOPMEHO TETJI0 PU HAIMYKE Ha TIOHE €IHO, CBBP3aHO C TErJI0TO ChIIBTCTBALIO
3a00JIsIBaHe, ca paHIOMU3Kpanu 2:1 Ha cemMarimyTu Wid riane6o. Bcuuky manuenTy ca Ha AueTa ¢ HaMaleH
IIPUEM Ha KJIOPUH U MOBHUILICHA (PU3UUECKa aKTUBHOCT 110 BpEME Ha U3IUTBAHETO.
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B kpas Ha neuenueto (ceqmuna 68) nogodpenuero B UTM che ceMarmyTu okas3Ba MpeBb3X0ACTBO U
KIMHAYHA 3HAaYUMOCT B CpaBHeHUe ¢ ianebo (Bxk. Tabmuma 12 u @urypa 8). OcBeH TOBa MO-TOJISIM AT OT
narueHTuTe nocrturat >5%, 10% u >15% 3aryba Ha TEersio chC ceMariiyTHI B CpaBHEHHUE ¢ TuTanedo (BK.
Tabmuna 12).

Tabauna 12 STEP TEENS: Pe3yaTaTu Ha ceqmuia 68

Cemarayrua 2,4 mg Inamnedo

anata ananusupana rpyna (N) 134 67
UTM

Wzxonuo Hueo (UTM) 37,7 35,7

Ipomsiaa (%) cIpsMO H3X0HOTO HEBO™ | -16,1 0,6

Pasmuka (%) cipsimo mmane6o” [95% CI] | -16,7 [-20,3; -13,2]° -

Wzxonuo muso (UTM SDS) 34 31

IIpomsiHa cipsiMO U3XOAHOTO HUBO Ha -1,1 -0,1
UTM SDS!

Pasmuka cipsimo mane6o” [95% CI] -1,0[-1,3; -0,8] -
TesecHo TerJio

Uzxoano Huso (kg) 109,9 102,6

IpomsHa (%) CHPAMO H3XOJHOTO HHUBO® -14,7 2,8

Pasmuka (%) cipsivo mmane6o® [95% CI] | -17,4 [-21,1; -13,8] -

Ipomsna (Kg) cipsMo H3X0THOTO HHBO™ -153 2,4

Pasmuka (Kg) cipsamo mmane6o® [95% CI] | -17,7 [-21,8; -13,7] -

Marmenty (%), HOCTUTHANIN HAMaABaHe | 72,5 17,7
Ha TernoTo >5%>

[Manmentu (%), nocturnanu HamansBane | 61,8 8,1
Ha TernoTo >10%°

[Maruentu (%), mocTurHanu HamansiBane | 53,4 4,8
Ha TersnoTo >15%°
O0ukoJika Ha TaausTa (cm)

W3xonHO HUBO 1119 107,3

ITpoMsiHA CIIPSAMO H3XOJHOTO HUBO' -12,7 -0,6

Pasmuka cipsiMo mane6o® [95% CI] -12,1[-15,6; -8,7] -
CHCTOTMYHO KPbBHO HaJsirane (mmHg)

W3x0nH0 HUBO 120 120

IIpomsiHa cipsIMO U3XOTHOTO HUBO' -2,7 -0,8

Pasmuka cipsimo mane6o® [95% CI] -1,9[-5,0; 1,1] -

" p<0,0001 (HexopUrupaHa 2-CTpaHHA P-CTOMHOCT) 33 MPEBBH3XOJICTBO.

! Mzumcnena upes mogen ANCOVA ¢ u3nossBaHe Ha MHOKECTBO TIPUITMCAHU CTOMHOCTH Bb3 OCHOBA HA BCHUKH JIAHHH, HE3ABUCHMO OT
HPEKPATSIBAHETO Ha PAHIOMU3HPAHOTO JICUCHHE WITH 3aII0YBAHETO Ha IPYro JIeUeHHEe Ha 3aTIbCTSIBAHE WK OapUaTpHIHA OHeparusl.

2 Tlo BpeMe Ha M3MUTBAHETO PAHAOMH3MPAHOTO JIEUEHHE Ce TIPEKpaTaBa oKoHdaTenHo mpu 10,4% u 10,4% OT MalueHTHTe, paHAOMHU3HPAHH
CHOTBETHO Ha ceMariayTux 2,4 mg u mianedo. Karo ce npueme, 4e BCHUKH paHAOMHU3UPAHH HALMSHTH Ca OCTAaHAIN Ha JICYSHHE U He Cca I10JTyJaBalIy
JIOITBJIHUTEIIHY TEPAITNHU 3a JICUEHHE Ha 3aTIIbCTABAHE, U34UNCIeHUTE IpoMeHH B I'TM 0T paHIOMHU3UpaHEeTo 10 ceamula 68 Bb3 OCHOBA HA CMECEH
MOZe 32 IOBTOPHU W3MEPBAaHUs, BKIIOUUTEIHO BCUUKH HaOMIOAEHHUS 10 IIBPBO IpeKpaTsBane, ca -17,9% u -0,6% cboTBeTHO 3a ceMarayTus 2,4 mg
" mane6o.

3 M3uncieno upe3 MoJIeN Ha JIOTMCTUYHA PErpecks Bb3 OCHOBA Ha ChIL[aTa MPOIEAypa Ha MPUIMCBAHE HA CTOMHOCTH, KAKTO TP MbPBUYHHUS aHAIIM3.
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Wegovy [lnauebo excrpanonauus (ME)

HaﬁJ’I}O,ﬂaBaHI/I CTOMHOCTH TIpYA NAMCHTH, IPEMHUHAIIN BCSIKA IUIaHUPaHa BU3UTA, U U3YHUCIICHUA YPE3 MHOKECTBO IPUITACAHUA CTOIHOCTH 3a
OTHaaHaIN YyYaCTHUIU

®urypa 8 STEP TEENS: Cpenna npomsina B U'TM (%) oT u3X0AHOTO HUBO /10 ceamMuna 68
5.2 ®apmakokMHETUYHHU CBOHCTBA

B cpaBuenue ¢ ectectBenus GLP-1, ceMarmyTua uMa 1mo- Ib1bT O KHBOT, KOWTO € 0K0JIo 1 cemMura,
KOC€TO I'0 IMpaBU MOAXOJAII 3a IMOJAKOKHO NPUIIOKCHNUE BEIHBXK CCIAMUYHO. OCHOBHMST MEXAHHU3EBM 3a
yABDKAaBaHE Ha MOJTY>KUBOTA € YPE3 CBBP3BAHETO MY C all0yMUH, KOSTO BOJIU JI0 HAMaJsiBaHE HA ObOpECUHHS
KIMPBHHC | TO TIpe/Ia3Ba OT METa0OIUTHO pasrpaxkaane. OCBEH TOBa CEMArTyTH]] € CTaOUIN3UPaH CPerry
pasrpaxjane ot enzuma DPP-4.

AOcopbuus

CpenHaTa KOHIIEHTPAIUS Ha CEMAriayTH B CTAI[AOHAPHO ChCTOSIHUE CJIC] ITOJAKOXKHO MPUIOKCHHE Ha
MOJUTbprKaIIaTa J03a CeMariayTua € Npuoim3utenHo 75 nmol/l npy nanueHT! ¢ HaAHOPMEHO TErIIO

(UTM >27 kg/m? o <30 kg/m?) umu 3arascrsaBane (MTM >30 kg/m?) Bb3 OCHOBA Ha TAHHM OT M3IHTBAHUS
(haza 3a, npu kouto 90% OT MAUEHTUTE UMAT CPEIHU KOHIIEHTpauu Mexay 51 nmol/l u 110 nmol/l.
Excnio3unusra Ha ceMariyTu]] B CTAIIMOHAPHO ChCTOSIHUEC CE YBEIMYaBa MPOMOPIMOHATHO TIPU 03U OT

0,25 mg 10 2,4 mg BegHbXK ceqMUYHO. EXCITO3uIusITa B CTAIIHOHAPHO CHCTOSHUE OCTaBa IMMOCTOSHHA C
BPEMETO, CITOpe OIleHKara 710 ceaMuIia 68. CxomHa eKCTIO3UIINS Ce TIOCTHTA MPH TMTOAKOKHO MPHUIIOKEHHE Ha
ceMarIyTH B KopeMa, OeIpoTO WK B TOpPHATA YacT Ha pbKkaTa. AOCONIOTHATa OMOHAIMYHOCT Ha
ceMaryyTua, Npuiarad NoJIKOXKHO € 89%.

Pasnpenenenue
CpenHuAT 00eM Ha pa3npezesieHie Ha CeMarIyTHT CJIe]] IIOAKOKHO MPHIIOKEHHE TIPH MAIUEHTH C
HaJHOPMEHO TETJIO WM 3aTILCTABaHE ¢ puoau3utenHo 12,4 1. CeMariyTua ce cBbp3Ba eKCTEH3UBHO C

Ia3MeHus anoymuH (>99%).

Mertabonnzsm/OnoTpanchopmaris

[Ipenu na ce ekckpeTupa, ceMariayTua eKCTEH3UBHO ce MeTabOoIU3Upa upe3 MPOTESOTUTHYHO Pa3leBaHe Ha
MENTHIHATA BEPHUTa M MOCIIEABAI0 OeTa-OKMNCIeHNEe Ha CTpaHWYHATa BEpUTa OT MacTHHU KHCETUHH. EH3UMBT
HeyTpaiHa enonentyaaza (NEP) e uneHTH(GUIIMPaH KaTO €IMH OT aKTUBHUTE META00JIUTHU CH3UMH.
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Enuvunupane

OCHOBHHUTE ITHTHIIA HA EKCKPEIIUsI Ha BELIECTBATA, CBBP3aHU ¢ METabO0IM3Ma Ha CEMariyTH T ca Ype3
ypHHATa ¥ u3npakHenusta. [Ipubnusurento 3% OT 103aTa ce eKCKpeTHpa ¢ ypuHaTa KaTo HEPOMEHEH
ceMaryyTuI.

KIMpBHCHT Ha ceMariyTH MPH MALMEeHTH ¢ HagHopMeHo Tersto (MTM >27 kg/m? no <30 kg/m?) nmn
sataberaBane (MTM > 30 kg/m?) e npu6musutenso 0,05 I/h. C momyKHBOT Ha eTMMUHEpPAHE
npuOIM3UTENHO | ceaMuIia, CeMariyTHI OCTaBa B KPbBOOOPAIIEHUETO OKOJIO 7 CEIMHUIIH CIIE]T TIOCIIeHATA
Jo3a ot 2,4 mg.

CHCIII/IEUIHI/I nomnyJjaanuu

CmapquKa 8v3pacni
HaHHI/I OT IIpOYy4YBaHUA (1)8.33, 3.’:1, BKJIFOYUBAIIX MAallMUCHTHU HAa BB3PacT 18-86 roavHu, MoKa3BaT, Y€ Bb3pacTTa
HC OKa3Ba BJIMAHUC BBPXY (bapMaKOKI/IHeTI/IKaTa Ha CEMarilyTun.

Ilon, paca u emnuuecka nPUHAONEHCHOCH

[MonsT, pacara (6enu, YEPHOKOKH, aPpoaMepUKaHIN MU OT a3UaTCKH MPOU3XO0/) U €THOCHT
(JrTaTHHOAMEPHKAHITH, PA3JINYHH OT JIATHHOAMEPUKAHIIN) He OKa3BaT BIMSHNE BHPXY (papMaKOKHHETHKATa Ha
ceMariyTua, 6a3upaHo Ha JaHHW OT M3MUTBaHUs (a3za 3a.

Tenecro meano

TenecHOTO TETJIO OKa3Ba BIMSHHE BbPXY €KCIIO3UIINATA Ha ceMariTyTh. [10-BHCOKOTO TEJIECHO TETIIO €
CBBP3aHO C IMO-MaJIKa €KCITO3UIINS;, Pa3IUKa B TEJIECHOTO Tero oT 20% Mex Ty OTIETHU XOpa BOIH 10
npubnusuTenHo 18% pasnuka B exciozunusTa. CeqMuyHara 103a 2,4 mg ceMariyTHA OCUTYPsIBa aleKBaTHU
CHUCTEMHH €KCITO3HIINY B TUAIla30Ha Ha TeJIeCHOTO Terio 54,4—245,6 kg, Bb3 OCHOBA Ha OI[CHKATa Ha
OTTOBOPA UPE3 CKCIMO3UIUATA B KINHUIHUTE H3MTUTBAHU.

Bvbpeuno yvepesrcoane

brOpeuHOTO YBpekaaHe He OKa3Ba KIMHUYHO 3HAYMMO BIMSHUE BHPXY (hapMaKOKHHETHKATa Ha
cemariaytua. ToBa e yCTaHOBEHO ¢ €IMHUYHA 71032 ceMarnytua 0,5 mg npu manueHTH ¢ pa3inyHa CTEICH Ha
0BOpedHO yBpEeKIaHE (JEKO, YMEPEHO, T&KKO MM MAIlMEHTH Ha JUan3a) B CPABHEHUE C YYACTHHIIH C
HOpMasTHa ObOpedHa hyHKkHs. ToBa € YCTaAHOBEHO CHITIO U IIPH MAIIMEHTH ¢ HAJHOPMEHO TETJIO

(UTM >27 kg/m? o <30 kg/m?) umu 3arascrsBane (MTM > 30 kg/m?) u neko 10 ymMepeHo 6B6pedHo
YBpEkKAaHe Bh3 OCHOBA HA JJAHHU OT U3MUTBaHUS (a3a 3a.

Yeprodpobru yepesicoanus

YepHOpOOHOTO yBpEXKIaHE HE BIUC 10 HUKAKHB HAYMH BHPXY CKCIIO3UIUATA Ha CEMAriayTU/I.
dapMaKOKHHETHKATA HA CEMariyTH]] € OIICHeHA B MPOYYBaHE ¢ €IUHUYHA 103a ceMarayTtun 0,5 mg mpu
MAIAEHTH C pa3IndHa CTEIICH Ha YSPHOAPOOHO yBPEKIaHe (JIEKO, YMEPEHO, TEXKKO) B CPaBHEHHE C
MAIMEHTH C HOpMaJTHa YepHOIpoOHa QyHKIHSI.

Ilpeouabem u ouabem
Bb3 ocHOBa Ha TaHHM OT M3NKMTBaHUsA (a3a 3, npeauadeT u quadeT He OKa3BaT KIMHUYHO 3HAYMM e(heKT
BBPXY €KCIIO3UIUATA HA CEMATTyTH]I.

Hmynoeennocm
Pa3BuTHe Ha aHTH-ceMAarTyTU] aHTUTEINA IIPU JICYCHHE ChC CEMAarIyTH A HACTHIIBA PSAAKO (BXK. Touka 4.8) u

OTTOBOPBHT U3IJICIKAA HC MMOBJIMABA (I)apMaKOKI/IHeTI/IKaTa Ha CEMaAriiyTun.

lleduampuuna nonyrayus

dapMaKOKMHETHYHUTE CBOMCTBA HA CEMAarIIyTH]I Ca OIICHEH! B KJIMHUYHO U3MUTBAHE MPH FOHOIIIH ChC
3aTIIECTSABAHE WJIM HATHOPMEHO TETJIO W MPH HAIWYHE Ha TIOHE €HO, CBBP3aHO C TETJIOTO CHITETCTBAIIO
3abonsBane, Ha BB3pacT 12 no <18 rogunu (124 manmenTw, texecHo Terno 61,6-211,9 kg). Excrosunusta Ha
CeMariayTU/I [IPY FOHOIIIHY € MTOA00HA Ha Ta3u P Bb3PACTHH ChC 3aTIBCTIBAHE WIN HAJHOPMEHO TETJIO.
BbezomnacHocTTa M ehrkacHOCTTa Ha ceMariayTU/ IPpH Jiena 1moj 12-roaunrHa Bb3pacT He ca MPOYYBaHU.
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5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

[penxnuHUYHUTE JaHHU HE MOKa3BaT 0cOOEH PHUCK 3a XopaTa Ha 0a3a Ha KOHBEHIIMOHATHHUTE
(hapMaKoJIOTHYHH MPOYYBaHUS 32 0€30MaCHOCT, MPOYYBAHHA 38 TOKCHYHOCT MMPH MHOTOKPATHO TpHIIaraHe
WM TEHOTOKCUYHOCT.

Heneranaure Tupeongnn C-KJIeTHUHU TYMOPH, HaOJII0JaBaHH MPH rpHU3aun, ca epekT Ha kinaca Ha GLP-1
peLEenTOpHUTE arOHUCTH. B 2-rofniIHyu mpoyuBaHus 3a KaHIIEPOT€HHOCT MPH IIBXO0BE U MUIIKH
ceMariayTuJ MpUduHABa THpeOnHH C-KIETBYHU TyMOPH NIPH KIMHUYHO 3HA4YUMU ekcrio3unuu. He ca
HaOI0aBaHy JPYTH TYMOPH, CBBP3aHU C JieueHNeTo. C-KIeThUHUTE TyMOPH MPH IPU3AYUTE C€ TPUINHABAT
10 HETEHOTOKCHYEH, criennuyueH, menuupad oT GLP-1 penenTtopa MexaHu3bM, KbM KOWTO TpH3aYHTE Ca
ocobeHo uyBcTBUTETHH. CMSTa ce, 4e 3HAaUMMOCTTa IIPU XOpa € MajKa, HO HE MOXKe Jja C€ M3KJIIOUYH
HaIbIHO.

B npoy4Banus Ha QepTHIMTETA MTPH ILTHXOBE CEMAriIyTH HE BIHSE BHPXY CIIOCOOHOCTTA 3a YH(TOCBaHE
WM PEPTUINTETA HA MBXKATE WHAUBUIHN. [Ipn KEHCKH TUTBXOBE ca HaOII0JaBaH! yIbKaBaHe Ha
eCTpaJTHUS ITUKBJI U CJIa00 HaMaJIIBaHE Ha XKBJITOTO TSJI0 (OBYJIAIIMHN) TIPU JO3H, CBBP3aHH C HaMaJIsiBaHE Ha
TEJIECHO TETJIO Ha MalKara.

B npoyuBanust 3a eMOproQeTaTHO pa3BUTHE IIPH ITHXOBE CEMATTyTHI IPUIHHIBA EMOPUOTOKCUIHOCT TIPH
€KCIIO3UIIMH O] KIIMHUYHO 3HaunMuTe. CeMariayTHI BOJAH 10 3HAYUTEIIHO HaMaJIIBaHE Ha TEJIECHO TErJio Ha
MaiikaTa, KaKTO ¥ Ha IPEeKUBAEMOCTTa U pacTexa Ha emOpuonute. [Ipu derycu ce HabmronaBar roireMu
CKEJIETHU M BHCLEPATHU Mali(hOpMAaIliH, BKIFOUYUTETHO e(eKTH BbPXY ABITUTE KOCTH, pedpara,
MPENIICHUTE, OTAIIKaTa, KPbBOHOCHUTE CHIOBE M MO3BUHUTE BEHTPHUKYJIA. MEXaHUCTUYHUTE OIICHKH
MOKa3BaT, 4e eMOPHOTOKCHYHOCTTA BKIIFOUBa Meauupano ot GLP-1 perenitopa yBpeknaHe Ha cHaOIBAHETO
Ha eMOpHOHA ¢ XpaHUTEITHH BEIECTBA IIPe3 KBIThYHATa TOpOMUKa Ha TurbXa. [lopaan paznuamsra B
aHaToMuATa ¥ (PYHKITHATA HA KXBIThYHATA TOPOUUKA MIPU OTICITHATE BUIOBE, KAKTO U TIOPaIH
HejocTaThuHata excnpecus Ha GLP-1 penenTopa B ®bJAThUHATA TOPOMUYKA HA HEYOBEKOITOI00HU IPUMATH,
CUHTa ce, Ye HsIMa royiiMa BepOsITHOCT TO3U MEXaHU3bM Jia UMa 3HAUeHHE MIPU Xopata. Bernpeku ToBa He
MOJKe J1a ObJIe M3KITIOYCH MPSK e(DEeKT Ha ceMariIyTu BepxXy deTyca.

B npoyuBaHus 3a TOKCHYHOCT BBPXY Pa3BUTHETO NPH 3aiLiM U ABITOONAIATH MaKall ce HaOJII0gaBart 1o-
gecTa 3ary0a Ha IU1o/ia ¥ ¢1ado MOBHUILCHA YeCTOTa Ha (DeTaHu aHOMAJIMU MPH KIMHUYHO 3HAYNMU
eKcro3uiyn. HaxoJkuTe cChOTBETCTBAT Ha 3HAYUTEITHOTO HAMAIISIBAHE HA TEIECHOTO TETJIO HAa MaifKaTa ¢ JI0
16%. He e u3BecTHO nanu Te3u epeKkTH ca CBbP3aHH C MOHIKCHATa KOHCYMalus Ha XpaHa OT MaiikaTa KaTo
npsik epext ot GLP-1.

IlocTHATATHUST PacCTCXK U pa3sBUTHUC Ca OLUCHCHU IIPU ABJTOoOoIamaT Makalu. HOBOpOI[eHI/ITe ca MaJIko II0-
MAJIKU IIPpU paKaaHE, HO CC Bb3CTAHOBABAT B IICPUOJA HA JIAKTAIUA.

[Ipu 1oBeHUITHH TUTBXOBE CEMArTyTH 3a0aBst MOJIOBOTO Ch3PSBaHE, KAKTO MPU MBKKHUTE, Taka U MPH

KECHCKHUTC HHAWBUIU. ToBa 3a0aBsHe HsIMA BIUSIHHE KAKTO BBpPXY (bepTPIHHTeTa U pCIpoOaAyKTHBHATA
CITOCOOHOCT IIpu ABAaTa I10J1a, TaKka U BbPXY CIIOCOOHOCTTA 3a 3ara3BaHe Ha 6peMeHHOCTTa IIpU KECHCKUTC.
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6. DAPMAIIEBTUYHU JAHHHU
6.1 Cnucbk Ha NIOMOIIHHUTE BELIECTBA

[IpenBapuTenTHO HATEIHEHA MTUCATIKA, €IHOJI030BA
Hunatpues Gocdar quxuapat

Harpues xnopun

XnopoBoaopoHa KucenrHa (3a Kopeknus Ha pH)
Harpues xunpoxcun (3a kopekmus Ha pH)

Bona 3a umkeknuun

[pensaputenHo HanbaHeHa nucanka, FlexTouch
Hunatpues Gocdar quxuapat

[Iponunenrinukon

deHon

XimopoBogOpoOIHA KHCETHHA (32 Kopekiusa Ha pH)
Hatpues xunpoxcu (3a kopekmust Ha pH)

Bona 3a unxekiuu

6.2 HecbBMEeCTUMOCTH

[Ipu nunca Ha Mpoy4YBaHHs 32 HECHBMECTUMOCTH TO3H JICKAPCTBEH MPOAYKT He TpsiOBa 1a ce cMecBa ¢ Apyru
JIEKapCTBEHU TPOITYKTH.

6.3 Cpok Ha rogHocT

IIpenBapuTeIHO HAITBJIHCHA ITMCAIKA, €AHOI030Ba

1 roguHa.

Wegovy Moxe fa ce chbXpaHsiBa U3BBH XJIaJAWIHUK JI0 28 JHU MU TeMIepaTypa He no-Bucoka ot 30°C.
UzxBbpriere nucankara, ako € Ouiia W3BbH XJIQAWIHUK IOBEYE OT 28 JHH.

IIpenBapurenno HanbaHeHa nucaika, FlexTouch

Wegovy 0,25 mqg FlexTouch unoicexuuonen pazmeop 6 npedsapumenno HanviHeHa nUcaika

[Ipenu ynotpeba: 2 ronuHu.
Crnen mppBara ymorpeba: 6 ceqmunn. Jla ce cpxpansasa mog 30°C wm B xnaamwiauk (2°C o 8°C).

Wegovy 0,5 mg FlexTouch unorcexyuonern pasmeop 6 npedeapumento HanviHena nucaikd
Weqgovy 1 mg FlexTouch unorcexuuonen pazmeop 6 npedsapumentno HanviHeHa NUCAIKA

Wegovy 1,7 mg FlexTouch unorcexuuonen pasmeop 6 npedsapumenno HanbiHeHa nucaiKa
Wegovy 2,4 mqg FlexTouch unorcexuuonen pasmeop 6 npedsapumento HanvbiHena nucaikd

[Ipenu ynotpeba: 3 ronuHy.
Crnen mepBara ynotpebda: 6 ceqmuru. [a ce cexpansisa o 30°C wim B xnaaunauk (2°C mo 8°C).
6.4 CrhenuajHHu yCJ0BHUS HA CbXpaHeHHUe

Ja ce cpxpansBa B xnagmiHuk (2°C mo 8 °C). [la ce chxpaHsiBa qajed OT OXJIAXKIAIIHUS SIIeMEHT.
[a He ce 3ampassiBa

IIpenBapuTeaHO HATbJIHCHA IMMCAJIKA, €AHOI030Ba

IIucankara na ce ChbXpaHsiBa B OpUTrMHAIHATa KapTOHCHA KYTHUA, 3a Aa CC MPEAIasu OT CBCTIINHA.
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IIpenBapurenno HansiHeHa nucaika, FlexTouch

CpraH;{BaﬁTe MucajikaTta ¢ IOCTaBCHA Kallayka, KOraTo ImucajikaTa HE CC M3I10JI3Ba, 3a 1a CC MpeAlia3u OT
CBCTJIMHA.

6.5 Buau chabp:kaHue HA ONMAKOBKATA

IIpeaBapuTenHO HAITBJIHEHA MMHCATKA, €AHOA030Ba

1 ml cTpKiIeHa cipUHIOBKA (CTHKIIO TUM |) ¢ MpHUKpeneHa uria oT HepbKIaeMa CTOMaHa, TBbPA
npeanasuTen Ha uriata (tun ll/momuusonpen) u rymeno Oyrano (tum I/xmopoOyTu).

IIpenBapurenno HanmbiaHeHa nucanka, FlexTouch (0,25: 0,5 mg) 1,5 ml npeaBapurenHo HabJIHEHA TMCAJIKA

CrpxiteH natpoH ¢ odem 1,5 ml (ctrkito tum 1), 3aTBOpeH B eAMHMS Kpail ¢ TyMeHa 3ammyaiKka
(xmopoOyTHIT), a B APYTHSI Kpaid ¢ AlyMUHHUEBA Kallavka C BIOXKEH JIAMUHUPAH TYMEH JUCK
(6pomoOyTHII/IONTUM30MIPeH). [1aTpOHBT € MOCTaBEeH B NPEBAPUTEITHO HAITBJIHEHA MMHCAJKA 32 CTHOKpaTHA
yrnoTpeda, HalpaBeHa OT MOJUIPOTPOITHIICH, TTOJTHOKCUMETHIICH, TIONMKapOOHAT W aKPUJIOHHTPHI OyTaueH
CTHPEH.

IIpenBapurenno HanbsiHeHa nucanka, FlexTouch (0.5:1: 1.7 u 2.4 mg) 3 ml npeaBapuTeIHO HAITBIHEHA
MHCAJIKA

CrpriteH natpoH ¢ 06em 3 ml (ctbkio Tum I), 3aTBOpeH B equHUS Kpail ¢ TyMeHa 3amyIaika (XJI0pooyTui),
a B ApYTHs Kpail ¢ alyMHHHUEBA Kallayka C BIIOXKEH JIAMHHHUPAH TYMEH AUCK (OpOoMOOYTHII/TTIOTMH30TIPEH ).
[aTpoHBT € MocTaBeH B MPEBAPUTEIHO HAITBIIHEHA MHCANIKA 32 ¢THOKpaTHA yIOTpeda, HarpaBeHa oOT
TOJMIIPONPOTNIUIICH, TOTMOKCUMETHIICH, TOJTMKAapOOHAT M aKPHJIOHUTPHIT OyTaaleH CTUPEH.

Buj Ha omakoBkaTa

[Ipedsapumenrno Hanvinena nucaika, eonooozoea (0.25; 0.5;: 1; 1,7 u 2,4 mg)

OmnakoBKa ¢ 4 mpeABapUTETHO HATBIHEHH [THCAJIKH.

Ilpeosapumenno nanvanena nucaaka, FlexTouch (0,25; 0,5; 1 u 1,7 mg)

OmnakoBka ¢ 1 npeaBapuTeIHO HAIBIHEHA THCANKA U 4 UK 3a eqHOKpaTHa ynoTpeda NovoFine Plus.

Ilpeosapumenno nanvanena nucaika, FlexTouch (2,4 mg)

OmnaxkoBKH:

1 mpenBapuTETHO HAITBIHCHA MTHCATKa U 4 UM 3a eMHOKpaTHa yroTpedba NovoFine Plus.
3 mpenBapUTEIHO HAITbJIHCHU MUCAKU U 12 urn 3a eiHOKpaTHa yrnotpeda NovoFine Plus.
He BcHYKH BHOBE OMAKOBKH MOTAT Ja ObAAT MyCHATH Ha ma3apa.

6.6 CneuuaJHu npeana3Hu MepKH NPH U3XBbPJIsiHE U padoTa

Wegovy He TpsiOBa 11a ce M3IT0JI3Ba, aKO HE M3TIICKIa OUCTHp 1 OC3I[BETCH.
[Iucankara He TpsIOBa J1a ce U3MOJI3BA, aKO € OMIIa 3aMpa3siBaHa.

HewsmnomsBanuaT nekapcTBEH MPOIYKT WM OTIAIFUHNATE MaTEpPHaJN OT HETO TPAOBa /1a ce M3XBBHPIAT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHUSI.
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[IpenBapuTeHO HaITbIHEHA IMCAJIKA, €JHOI030Ba

IIucankara e camo 3a CAHOKpaTHa yHOTpe6a.

IIpenBapurenno HampiaHeHa nmucanka, FlexTouch

[Mucankara e 3a MHOroKpatHa ynotpeba. Ts chabpka 4 103H.

HaHI/IeHTI/ITe Tp$[6Ba Ja GBIIaT IMOCHBETBAHU J1a USXBBPJIAT MHKCKIIMOHHATA UIJia CJICA BCAKA MHIKCKIUA
ChINIaCHO MECTHHUTEC U3UCKBAHUSA U JIa ChbXpaHABAT IMMUCAJIKATa Wegovy 0e3 MPUKPCIICHA UHXXCKIIMOHHA UTJIA.
ToBa moxe Aa MpeAOTBpAaTH 3allylIBAHC HA UTJIUTC, 3aMBbPCABAHC, I/IH(I)GKI_II/IH, HU3TUYaHC Ha pa3TBOp U
HETOYHO JO3HpPAaHE.

IIucankara e npeaHasHavucHa 3a yHOTpe6a caMoO OT €OHO JIMIIEC.

Wegovy moxe na ce mpunara ¢ 30G, 31G u 32G urim 3a eqHOKpaTHa ynorpeda ¢ IpDKAHA A0 8§ mm.

1. HHPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Janus

8. HOMEPA HA PASPEHIEHUETO 3A YIHOTPEBA

EU/1/21/1608/001
EU/1/21/1608/002
EU/1/21/1608/003
EU/1/21/1608/004
EU/1/21/1608/005
EU/1/21/1608/006
EU/1/21/1608/007
EU/1/21/1608/008
EU/1/21/1608/009
EU/1/21/1608/010
EU/1/21/1608/011
EU/1/21/1608/012

9. JATA HA ITbPBO PASPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ara Ha mepBo pazpemanane: 06 sayapu 2022 r.

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

IToapo6Ha nHGOpPMAITHS 32 TO3W JICKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponelickara
areHIus 1o JIeKapcTBaTa http://www.ema.europa.eu.
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MMPUJIOXKEHUE 11
IMPOU3BOAUTEJ HA BUOJIOTNTYHO AKTUBHOTO
BEIIECTBO U INTPOU3BOJUTEJL, OTTOBOPEH 3A
OCBOBOXJIABAHE HA ITAPTUN

YCJIOBUSA NI OTPAHUYEHUS 3A TIOCTABKA N
YIHOTPEBATA

APYI'U YCJIOBUSA N UBUCKBAHUSA HA PASPEIIEHUETO 3A
YIIOTPEBA

YCJIOBUA NJIX OT'PAHUYEHMUA 3A BE3OITACHA U
E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS TPOAYKT
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A. TIPOU3BOIUTEJ HA BUOJIOI'NMYHO AKTUBHOTO BEINECTBO U ITPOU3BOJIUTEI,
OTT'OBOPEH 3A OCBOBO/XKIABAHE HA ITAPTUIN

HwMe u aapec Ha IPOU3BOAUTEIS HA OMOJIOTHYHO aKTUBHOTO BCIICCTBO

Novo Nordisk A/S
Hallas Allé

DK-4400 Kalundborg
Jaaus

HMe u aapec Ha IPOU3BOAUTENS, OTTOBOPEH 32 OCBO60)K)IaBaHe Ha MapTuauTe

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

Novo Nordisk Production SAS

45, Avenue d’Orléans

28000 Chartres

®paHuud

ITeyaTHaTa JIMCTOBKA Ha JIEKAPCTBEHMS IPOLYKT TPSIOBA Aa ChABPKA UMETO M ajpeca Ha IIPOU3BOAUTEIIS,
OTTOBOPEH 332 0CBOOOYK/1aBaHETO HA ChOTBETHATA MTAPTHIA.

b. YCJOBUS NN OI'PAHUYEHUSA 3A JOCTABKA U YIIOTPEBA

.HeKapCTBCHI/IHT MPOAYKT CC OTITYCKa 110 JICKAPCKO NPCANNCaHUuC.

B. JPYI'U YCJIOBUA U U3UCKBAHMS HA PASBPEHIEHUETO 3A YIHOTPEBA

. IMepuoauynm akTyaJau3upaHu aoxkjaaau 3a oesonacuoct (ITAIB)

Wzuckpanwusita 3a nogasane Ha [TAJIB 3a T0o3u JiekapCTBEH MPOYKT Ca MOCOYCHH B CITUCHKA C PeePEHTHHUTE

nmatu Ha EBpomneiickus cvro3 (EURD cnmcek), mpeasuaeH B wieH 1078, an. 7 ot Jupextusa 2001/83/EO, u

BB BCHUYKH CJI€/IBAIM aKTyalIN3alllH, ITyOJUKyBaHH HAa EBPONEHCKHUS yeOmopTai 3a JeKapcTBa.

[IpurexatensaT Ha pasperienuero 3a ynorpeda (ITPY) Tpsosa na nogane nbpBus ITAID 3a To3u NpoIyKT B

CPOK OT 6 Mecela clie/1 pa3pelaBaHeTo 3a ynorpeoa.

. YCJI0BUs NN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA HA
JIEKAPCTBEHMUSA ITPOAYKT

. Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[Ipurexarensat Ha paspemernero 3a ynorpeda (IIPY) tpsbsa na u3BbpIiBa H3UCKBAHUTE JEHHOCTH U

JIEHCTBUS, CBBP3aHU C MPOCIEIsIBaHE HA JIEKapCTBEHATa OE€30MMaCHOCT, MOCOUYEeHH B ofo0penus [IVP,

npencraBeH B Moy 1.8.2 Ha pa3pemieHrero 3a ynorpebda, KakTo U BbB BCHUKH CJICBAIIH ChIIacyBaHU
aktyanuzauuu Ha ITYP.
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Axryammsupa [1YP Tpsa6Ba na ce monasa:

. 10 MCKaHe Ha EBponelickara areHius 1o JeKapcTBara;

. BUHArH, KOTaTo Ce U3MEHS CHCTeMara 3a yIpaBJIeHHe Ha PHCKa, OCOOCHO B PE3yJITaT Ha MOJyyaBaHe
Ha HOBa MH(OPMAIH, KOSITO MOKE J1a JOBEE A0 3HAYUMH IPOMEHH B CHOTHOIIEHUETO MOJI3a/PUCK,
WIN KaTo Pe3yJITaT OT JOCTUraHe Ha BaXKeH eTall (BbB BPb3Ka C [IPOCIIE/IIBaHE Ha JICKapCTBEHATa
0e30MacHOCT MM CBEXK/IaHE Ha PHCKA O MUHUMYM).
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MMPUJIOXEHUE 111

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHH BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHSI (ennono3osa)

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,25 mg nHXeKIHOHEH pa3TBOpP B MPEABAPUTEIHO HAITBIHEHA MTHCAIKa
CeMariIyTua

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO

Bcska mpeaBapuTenTHO HaTbIHEHA MMUcaka chabpxka 0,25 mg cemarmytun B 0,5 ml (0,5 mg/ml).

3. CIIMCBK HA IOMOIIIHUTE BEHIECTBA

ITomommam BemecTBa: quHATPHEB QochaT TUXUIPAT, HATPHUEB XIOPHI, XJIOPOBOJAOPOIHA KUCEINHA/HATPHEB
XUIPOKCH] (32 KopeKiust Ha pH), BoJa 3a MHKeKIuK. BIoKTe JMCTOBKATA 32 MOBEYe HH(POPMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MHxeKIMOHEH pa3TBOP
4 npenBapuUTEIHO HATBJIHEHH nucayku (1 mucaika nocrass 1 103a)

5. HAYHUH HA ITPUJIOKEHUE U ITbT HA BBbBEXJIAHE

IMOJAKOXXHO MPHUIIOKCHHUEC
BCIHBXK CCIAMUYHO

[penu ynorpeba npovereTe IUCTOBKATA.
Camo 3a emHOKpaTHA yrioTpeoa.

HaTI/ICHeTC, 3a J1a OTBOpHUTE.

6. CHELUAJIHO NPEAYIPEXJIEHUE, UE JEKAPCTBEHUSIT NPOJYKT TPSIBBA JIA CE
CBbXPAHSIBA HA MSICTO JAJIEYE OT MOIJIEJA U JOCETA HA JELA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJaauiHUK. Jla He ce 3ampassBa.
IIucankara ga ce cbxpaHsBa BbB BHHITHATA KAPTOHEHA KyTHS, 32 J1a CE TMPEAIa3y OT CBETIHHA.
W3xBBpneTe nucankara cieq yrnorpeoda.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUMETO 3A YIIOTPEBA

EU/1/21/1608/001

13. TTAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MHOOPMAILIMSI HA BPAIJIOBA A3BYKA

Burosn 0,25 Mr

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoa ¢ BKIIOYEH YHUKAJIEH HICHTU(DHUKATOP.

‘ 18. YHUKAJIEH MWIEHTUO®UKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHUNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IPEIBAPUTEJIHO HAITBJIHEHATA TIMCAJIKA (enHono30Ba)

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXK/IAHE

Wegovy 0,25 mg umKeKIus
ceMariayTuxa
s.C.

2. HAYHMH HA ITPUJIOKEHUE

HOJ:[KO)KHO OPUITOKCHUC
BCOHBX CCAMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,5ml
(1 mo3a)

| 6. JIPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTMHS (eqnoxo3oBa)

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,5 mg WHXEKIIHOHEH Pa3TBOP B MIPEABAPUTETHO HAITBITHCHA ITHCATKA
ceMariayTuxI

2. OBSIBSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika npeaBapuTesiHO HabJIHEHA MUcanka chabpika 0,5 mg cemaraytuz B 0,5 ml (1 mg/ml).

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomonrHu BetecTBa: qUHATPUEB GochaT TUXUIPAT, HATPUEB XJIOPHI, XJIOPOBOAOPOIHA KUCEINHA/HATPUECB
XUAPOKCH] (3a kopekius Ha pH), Bosa 3a nrxkekiuu. BiokTe TMCTOBKaTa 3a IOBeUe MH(OPMAIIHS.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

MuxexunoHeH pa3TBop
4 mpenBapuTeTHO HATBJTHEHH nucanku (1 mucanka nocrass 1 103a)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynoTpeba mpoverere IMCTOBKATA.
Camo 3a emHOKpaTHA yrioTpeoda.

HaTI/ICHeTC, 3a J1a OTBOpHUTE.

6. CHELUAJIHO NPEIYIPEKJIEHUE, UE JEKAPCTBEHUSIT NPOJYKT TPSIBBA JIA CE
CBbXPAHSIBA HA MSICTO JAJIEYE OT MOIJIEJA U JOCETA HA JELA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBIIHO 34 [ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJaauiHUK. Jla He ce 3ampassBa.
IIucankara ga ce cbxpaHsBa BbB BHHITHATA KAPTOHEHA KyTHS, 32 J1a CE TMPEAIa3y OT CBETIHHA.
W3xBBpneTe nucankara cieq yrnorpeoda.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUMETO 3A YIIOTPEBA

EU/1/21/1608/002

13. TTAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAINS HA BPAIJIOBA A3BYKA

Burosmu 0,5 mr

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IPEIBAPUTEJIHO HAITBJIHEHATA TIMCAJIKA (enHono30Ba)

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXK/IAHE

Wegovy 0,5 mg nHxeKIus
ceMariayTuxI
s.C.

2. HAYHMH HA ITPUJIOKEHUE

HOJ:[KO)KHO OPUITOKCHUC
BCOHBX CCAMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,5ml
(1 mo3a)

| 6. JIPYTO

Novo Nordisk A/S

a4



JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTMHS (eqnoxo3oBa)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 1 mg WHXeKIIMOHEH pa3TBOp B MPEIBAPUTEITHO HAITBTHEHA MHCATKa
ceMariIyTuja

2. OBSIBSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika npeBapuTesiHO HaIbJIHEHA MTUCcaANKa Chabpka 1 mg cemariytua B 0,5 ml (2 mg/ml).

‘ 3. CIIMCBK HA IIOMOINHUTE BEIECTBA

ITomonrHu BetecTBa: qUHATPUEB GochaT TUXUIPAT, HATPUEB XJIOPHI, XJIOPOBOJAOPOIHA KUCEINHA/HATPUECB
XUAPOKCH]I (32 Kopekius Ha pH), Bosa 3a nrxekuu. BiokTe TMCTOBKaTa 3a oBeue HH(OPMAIIHS.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

HMuxexunoHeH pa3TBop
4 peIBapuUTEITHO HATBJIHEHU TcaKy (1 mrcanka goctass 1 mo3a)

5. HAYUH HA ITIPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TTPUIIOKEHNE
BEJIHBK CEIMUYHO

Ipenu ynotpeda nmpovereTe TUCTOBKATA.
Camo 3a eqHOKpaTHA yroTpeoa.

Harucuere, 3a 1a oTBOpUTE.

6. CIIEHHUMAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MSICTO JAJIEYE OT NIOTJVIEJA U TOCEI'A HA TELIIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B xiaauiHUK. Jla He ce 3ampassBa.
IIucankara ga ce cbxpaHsBa BbB BHHITHATA KAPTOHEHA KyTHS, 32 J1a CE TMPEAIa3y OT CBETIHHA.
W3xBBpneTe nucankara cieq yrnorpeoda.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUMETO 3A YIIOTPEBA

EU/1/21/1608/003

13. TTAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAINS HA BPAIJIOBA A3BYKA

Burosu 1 mr

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IPEIBAPUTEJIHO HAITBJIHEHATA TIMCAJIKA (enHono30Ba)

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXK/IAHE

Wegovy 1 mg umkeKIus
ceMariayTuxI
s.C.

2. HAYHUH HA ITPUJIOKEHUE

HOJ:[KO)KHO OPUITOKCHUC
BCOHBX CCAMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,5ml
(1 mo3a)

| 6. JIPYTO

Novo Nordisk A/S

a7



JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTMHS (eqnoxo3oBa)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 1,7 mg WHXEKIIHOHEH Pa3TBOP B MIPEABAPUTETHO HAITBITHCHA ITHCATKA
ceMariayTuxI

2. OBSIBSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika npeBapuTeNiHO HabJIHEHA MUCaANKa chabpka 1,7 mg cemarmytu B 0,75 ml (2,27 mg/ml).

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomonrHu BetecTBa: qUHATPUEB GochaT TUXUIPAT, HATPUEB XJIOPHI, XJIOPOBOAOPOIHA KUCEINHA/HATPUECB
XUAPOKCH] (3a kopekius Ha pH), Bosa 3a nrxkekiuu. BiokTe TMCTOBKaTa 3a IOBeUe MH(OPMAIIHS.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MuxexunoHeH pa3TBop
4 mpenBapuTeTHO HATBJTHEHH nucanku (1 mucanka nocrass 1 103a)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynoTpeba mpoverere IMCTOBKATA.
Cawmo 3a eqHOKpaTHA yroTpeoda.

HaTI/ICHeTe, 3a 1a OTBOpHUTC.

6. CIIEHHUAJIHO INPEAYHPEXJAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MSICTO JAJIEYE OT NIOTJVIEJA U TOCEI'A HA JTELIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJaauiHUK. Jla He ce 3ampassBa.
IIucankara ga ce cbxpaHsBa BbB BHHITHATA KAPTOHEHA KyTHS, 32 J1a CE TMPEAIa3y OT CBETIHHA.
W3xBBpneTe nucankara cieq yrnorpeoda.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUMETO 3A YIIOTPEBA

EU/1/21/1608/004

13. TTAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAINS HA BPAIJIOBA A3BYKA

Burosu 1,7 mr

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IPEIBAPUTEJIHO HAITBJIHEHATA TIMCAJIKA (enHono30Ba)

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXK/IAHE

Wegovy 1,7 mg WHXEKIHs
ceMariayTuxI
s.C.

2. HAYHMH HA ITPUJIOKEHUE

HOJ:[KO)KHO OPUITOKCHUC
BCOHBX CCAMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,75 ml
(1 mo3a)

| 6. JIPYTO

Novo Nordisk A/S
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTMHS (eqnoxo3oBa)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 2,4 mg MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAIIbIHEHA MHUCAJIKa
ceMariayTuxI

2. OBSIBSABAHE HA AKTUBHOTO BEIIECTBO

Bcesika npeBapuTeliHO HAITbJIHEHA MUCcaNKa Chabpika 2,4 mg cemaraytu B 0,75 ml (3,2 mg/ml).

3. CIIMCBK HA IOMOIIIHUTE BEIIECTBA

ITomonrHu BetecTBa: qUHATPUEB GochaT TUXUIPAT, HATPUEB XJIOPHI, XJIOPOBOAOPOIHA KUCEINHA/HATPUECB
XUAPOKCH] (3a kopekius Ha pH), Bosa 3a nrxkekiuu. BiokTe TMCTOBKaTa 3a IOBeUe MH(OPMAIIHS.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

MuxexunoHeH pa3TBop
4 mpenBapuTeTHO HATBJTHEHH nucanku (1 mucanka nocrass 1 103a)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynoTpeba mpoverere IMCTOBKATA.
Cawmo 3a eqHOKpaTHA yroTpeoda.

HaTI/ICHeTe, 3a J1a OTBOpPUTC

6. CIIEHHUAJIHO INPEAYHPEXJAEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPABBA JIA CE
CBbXPAHSABA HA MSICTO JAJIEYE OT NIOTJVIEJA U TOCEI'A HA JTELIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAJOCTBIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no:
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‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce cpxpaHsBa B XJaauiHUK. Jla He ce 3ampassBa.
IIucankara ga ce cbxpaHsBa BbB BHHITHATA KAPTOHEHA KyTHS, 32 J1a CE TMPEAIa3y OT CBETIHHA.
W3xBBpneTe nucankara cieq yrnorpeoda.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUMETO 3A YIIOTPEBA

EU/1/21/1608/005

13. TTAPTHJAEH HOMEP

ITaptuna:

‘ 14. HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA

| 16. MH®OPMAINS HA BPAIJIOBA A3BYKA

Burosu 2,4 mr

‘ 17. YHUKAJIEH HWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynsmepeH 6apKoJ ¢ BKIIOYEH YHUKAICH HACHTH(PUKATOP.

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA IPEIBAPUTEJIHO HAITBJIHEHATA TIMCAJIKA (enHono30Ba)

1. NME HA JIEKAPCTBEHMUS NTPOAYKT U ITBT HA BBbBEXK/IAHE

Wegovy 2,4 mg uHKeKIus
ceMariayTuxI
s.C.

2. HAYHMH HA ITPUJIOKEHUE

HOJ:[KO)KHO OPUITOKCHUC
BCOHBX CCAMUYHO

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

4. HHAPTUJAEH HOMEP

ITapTuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM NJIN EJIMHULIN

0,75 ml
(1 mo3a)

| 6. JIPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA (MHOrogo3oBa npeapapurejno HambJaHeHa nucajka (FlexTouch))

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,25 mg FlexTouch umxeKirmoHeH pa3TBOp B MPEIBAPUTEIIHO HAITBIHEHA TTHCAIIKA
CeMariIyTua

‘ 2. OBSIBSAIBAHE HA AKTUBHOTO BEHIECTBO

Bcska mpeaBapuTeTHO HaIMBIHEHA MECATKa Chabpka 1 mg cemarmytun B 1,5 ml (0,68 mg/ml).

| 3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

[Tomorny BemecTBa: qUHATPHEB GocdaT TUXUIPAT, IPOIMHICHIIINKOI, (PEHOII, XJIOPOBOAOPOIHA
KHCEITMHa/HATPUEB XUIPOKCH (32 Kopekius Ha pH), BoJa 3a MHKeKiK. BUKTe IMCTOBKATa 32 MOBEYe
uHpopManusl.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WH)XEKIUOHEH Pa3TBOP
1 x1,5 ml nmucanka u 4 urau 3a enHokpatHa ynorpe6da (1 nucanka = 4 103u)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynotpeba mpovereTe TUCTOBKATA

N3non3Baiite Wegovy BeIHBX CEIMHYHO

3anmimiere I/I36paHI/I$I ot Bac JACH 3a MHKCKTHUPAHC

I/IH)KCKTI/Ian CcCIMHUYHATA CHU 103a HAa MOCOUYCHUTEC IO-A0J1y JaTH:

OTtBOpeTe TyK

Tlopauruere Tyk

CBXPAHSBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCET'A HA IEITA

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTta ¢ IOCTaBeHa UTJa.
[IpennasnaveH camo 3a MHAWBUAYalHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B xJlaAuiaHUK. J{a He ce 3aMpassiBa.

Crnen mbppBara yrnorpeba Ha nmucankara, Aa ce cbxpansasa noj 30°C. Jla He ce 3ampa3ssiBa.
ChxpaHsBaliTe Mycankara ¢ IOCTaBeHa KaraJka, 3a J1a ce Mpena3y OT CBETIINHA.
M3xBBpieTe nucankara 6 CeIMHIIH CIe MbpBaTa yrnoTpeoa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHUN MATEPHAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/006

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Burosn 0,25 mr ®nexcTru
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JTAHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 0,25 mg nmxexius
FlexTouch

CeMariyThI

s.C.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

1,5ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA (MHOrog030Ba npeasapureano HambJaHeHa nucajka (FlexTouch))

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,5 mg FlexTouch nxxekunoHeH pa3TBOp B MPEBAPUTEIHO HAITBIHCHA MUCAJIKA
CeMariIyTua

‘ 2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Bcska mpeaBapuTeTHO HaIMBIHEHA MICANTKA ChIbpika 2 mg cemaraytun B 1,5 ml (1,34 mg/ml).

| 3.  CHUCBHK HA HOMOUIHUTE BEIECTBA

[Tomormny BemecTBa: qUHATPHEB GocdaT TUXUAPAT, IPOIMHICHIIINKOI, (EHOII, XJIOPOBOAOPOIHA
KHCEITMHa/HATPUEB XUIPOKCH (32 Kopekius Ha pH), BoJa 3a MHKeKiK. BUKTe IMCTOBKATa 32 MOBEYe
uHpopManusl.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WH)XEKIUOHEH Pa3TBOP
1 x1,5 ml nmucanka u 4 urau 3a enHokpaTHa ynorpebda (1 mucanka = 4 103u)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynotpeba mpoverere TUCTOBKATA

M3non3Baiite Wegovy BeIHBX CEIMHYHO

3anmmere I/I36paHI/I$I ot Bac JACH 3a MHKCKTHUPAHC

I/IH)KCKTI/Ian CcCIMHUYHATA CHU 103a HAa MOCOUYCHUTEC IO-A0J1y JaTH:

OTtBOpeTe TyK

Tlopauruere Tyk

CBXPAHSBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCET'A HA IEITA

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTta ¢ IOCTaBeHa UTJa.
[IpennasnaveH camo 3a MHAWBUAYalHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B xJlaAuiaHUK. J{a He ce 3aMpassiBa.

Crnen mbppBara yrnorpeda Ha nmucankara, a ce cbxpanssa noj 30°C. Jla He ce 3ampa3ssisa.
ChxpaHsBaliTe Mycankara ¢ IOCTaBeHa KaraJka, 3a J1a ce Mpena3y OT CBETIINHA.
M3xBBpieTe nucankara 6 CeIMHIIH CIe MbpBaTa yrnoTpeoa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/007

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Burosn 0,5 mr ®nexcTru
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH MWIEHTUO®UKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN

60



MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 0,5 mg urkekus
FlexTouch

CeMariyTh/I

s.C.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

1,5ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA (MHOrog030Ba npeasapureano HambJaHeHa nucajka (FlexTouch))

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 0,5 mg FlexTouch nxkekunoHeH pa3TBOp B MPEABAPUTEIIHO HAITBJIHCHA MTUCAJIKA
CeMariIyTua

‘ 2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO

Bcska mpeaBapuTeTHO HaIMBIHEHA MICANTKA Chabpika 2 mg cemaraytun B 3 ml (0,68 mg/ml).

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

ITomorny BemecTBa: qUHATPHEB GocdaT TUXUIPAT, IPOIMHICHTINKOI, (PEHOII, XJIOPOBOAOPOIHA
KHCEITMHa/HATPUEB XUIPOKCH (32 Kopekius Ha pH), BoJa 3a MHKeKiK. BUKTe IMCTOBKATa 32 MOBEYe
uHpopManusl.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WH)XEKIUOHEH Pa3TBOP
1 x3 ml mucanka u 4 uriu 3a enHoKpatHa ynotpebda (1 mucanka = 4 103u)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHIE
BEIHBX CEAMUYIHO

[Ipenu ynorpeba mpoverere TUCTOBKATA

M3non3Baiite Wegovy BEIHBX CEIMHUUHO

3amnmiiere I/I36paHI/I$I ot Bac ACH 3a UHXKCKTHUPAHC

I/IH)KGKTI/Ian CCIMHUYHATA CHU 103a HAa MOCOUYCHUTEC O-A0J1y JaTH:

OTtBOpeTe TyK

TloBauruere Tyk

CBXPAHSBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCET'A HA IEITA

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTta ¢ IOCTaBeHa UTJa.
[IpennasnaveH camo 3a MHAWBUAYalHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B xJlaAuiaHUK. J{a He ce 3aMpassiBa.

Crnen mbppBara yrnorpeda Ha nmucankara, Aa ce cbxpanssa noj 30°C. Jla He ce 3ampa3sisa.
CoxpaHsBaliTe Mycankara ¢ IOCTaBeHa KaraJka, 3a J1a ce MpeJIna3y OT CBETINHA.
M3xBbpieTe nmucankara 6 CeIMHIIH CIeA MbpBaTa yrorpeoa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/012

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Burosn 0,5 mr ®nexcTru
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‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HACHTU(PHUKATOP

‘ 18. YHUKAJIEH MWIEHTUO®UKATOP — JTAHHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 0,5 mg urkekus
FlexTouch

CeMariyTh/I

s.C.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

3ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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JAHHH, KOUTO TPABBA JIA CbJABbPKA BTOPUYHATA OIIAKOBKA

KAPTOHEHA OITAKOBKA (MHOron030Ba npeaBapure/ino HambJHeHa nucajka (FlexTouch))

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 1 mg FlexTouch nuxeKinoHeH pa3TBOP B MPEIBAPUTEIIHO HAITBIHEHA TTHCATKA
CeMarityTua

2. OBSBSABAHE HA AKTUBHOTO BEHIECTBO

Bcesika npeaBapuTenHo HarbIHEHA MUcalKa chabpxka 4 mg cemarmytua B 3 ml (1,34 mg/ml).

‘ 3. CIIUCBK HA IIOMOIINHUTE BEINECTBA

[TomonrHu BemecTBa: qUHATPUEB PocdaT TUXUIPAT, TPOMUICHIIIMKON, (PEHOII, XJIOPOBOAOPOIHA
KHCEJTMHA/HATPUEB XUIPOKCH] (3a Kopekius Ha pH), Boga 3a nHxkekiuy. BmKTe TUCTOBKATa 32 TIOBEYE
rHpOpMAITHSL.

‘ 4, JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

WH)KEKITUOHEH Pa3TBOP
1 X3 ml mucanka u 4 urim 3a eqHokparHa yrnorpebda (1 mucanka = 4 103u)

5. HAYHUH HA ITIPUJIOKEHUE U ITbT HA BBbBEXJIAHE

IMOJAKOXXHO IMPHUIIOKCHHUE
BCOHBX CCIMUYHO

[Ipenu ynorpeda npoyereTe IMCTOBKATA

M3non3paiite Wegovy BeIHBX CEIMUYHO

3anuere u30panus ot Bac neH 3a MHXKEKTHpaHe

HmkekTrpax cemMUYHATa CH 1032 Ha TIOCOYCHUTE IT0-I0TY JaTH:

OTtBOpeTe TyK

IloBouruere Tyk
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6. CHELUAJIHO NPEAYIPEKJIEHUE, UE JEKAPCTBEHUSIT NPOAYKT TPSIBBA JIA CE
CBbXPAHSIBA HA MSICTO JAJIEYE OT HOIJIEJA U JOCETA HA JELA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIa.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTta ¢ IOCTaBeHa UTJa.
[Ipennasnaden camMo 3a MHAWBUAYalTHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUWE

[a ce cpxpaHsiBa B xJlaAuiaHUK. J{a He ce 3aMpassiBa.

Crnen mbppBara yrnorpeda Ha nmucankara, a ce cbxpanssa noj 30°C. Jla He ce 3ampa3ssisa.
CoxpaHsBaliTe Mycankara ¢ IIOCTaBeHa KaraJka, 3a J1a ce Mpea3y OT CBETIINHA.
M3xBBpieTe nucankara 6 CeIMHIM CIeA MbpBaTa yrmoTpeoa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3ITIOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHUN MATEPHAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsvard
Jaaus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/008

13. TAPTHUJAEH HOMEP

ITapTuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Burosu 1 mr ®@nexcTpu

‘ 17. YHUKAJIEH UAEHTUOUKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HACHTU(PHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JTAHHHU 3A YETEHE OT XOPA
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 1 mg umKeKIms
FlexTouch

ceMarnyTua

s.c.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

3ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPSABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA (MHOrog030Ba npeasapureano HambJaHeHa nucajka (FlexTouch))

‘ 1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 1,7 mg FlexTouch nxkekunoHeH pa3TBOp B MPEIBAPUTEIHO HAITBIHCHA MTUCAJIKA
CeMariIyTua

‘ 2. OBSIBSABAHE HA AKTUBHOTO BEHIECTBO

Bcska mpeaBapuTeTHO HaIMBIHEHA MICANTKA ChIbpika 6,8 mg cemarmyTua B 3 ml (2,27 mg/ml).

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

ITomorny BemecTBa: qUHATPHEB GocdaT TUXUIPAT, IPOIMHICHTINKOI, (PEHOII, XJIOPOBOAOPOIHA
KHCEITMHa/HATPUEB XUIPOKCH (32 Kopekius Ha pH), BoJa 3a MHKeKiK. BUKTe IMCTOBKATa 32 MOBEYe
uHpopManusl.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WH)XEKIUOHEH Pa3TBOP
1 x3 ml mucanka u 4 uriu 3a enHoKpatHa ynotpebda (1 mucanka = 4 103u)

5. HAYUH HA ITPUJIOKEHUE U ITBT HA BBBEXKJIAHE

MOJIKOKHO TIPUIIOKEHUE
BEIHBX CEAMUYIHO

[Ipenu ynotpeba mpoverere TUCTOBKATA

M3non3Baiite Wegovy BeIHBX CEIMHYHO

3anmmere I/I36paHI/I$I ot Bac JACH 3a MHKCKTHUPAHC

I/IH)KCKTI/Ian CcCIMHUYHATA CHU 103a HAa MOCOUYCHUTEC IO-A0J1y JaTH:

OTtBOpeTe TyK

Tlopauruere Tyk

CBXPAHSBA HA MSICTO JAJIEYE OT IIOI'VIEJA U JOCET'A HA IEITA

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA JIA CE

[a ce cexpaHsiBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

He cbxpansBaiiTe nucajikaTta ¢ IOCTaBeHa UTJa.
[IpennasnaveH camo 3a MHAWBUAYalHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIENMAJIHH YCJIOBUSA HA CbXPAHEHUE

[a ce cpxpaHsiBa B xJlaAuiaHUK. J{a He ce 3aMpassiBa.

Crnen mbppBara yrnorpeda Ha nmucankara, a ce cbxpanssa noj 30°C. Jla He ce 3ampa3ssisa.
ChxpaHsBaliTe Mycankara ¢ IOCTaBeHa KaraJka, 3a J1a ce Mpena3y OT CBETIINHA.
M3xBBpieTe nucankara 6 CeIMHIIH CIe MbpBaTa yrnoTpeoa.

10. CHEIUAJIHU ITPEAIIASHU MEPKHU INPU U3XBBPJIISAHE HA HEU3IIOJI3BAHA YACT
OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHAJIA OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HUME U AJIPEC HA IPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Jaaus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/009

13. TAPTHJAEH HOMEP

ITaptuna:

| 14. HAYHMH HA OTIIYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA

‘ 16. WH®OPMAIIMS HA BPAHJIOBA A3BBYKA

Burosn 1,7 mr ®nexcTru
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‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoz ¢ BKIIIOYECH YHUKAJICH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH MWIEHTUO®UKATOP — JTAHHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIMUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 1,7 mg uHXeKIus
FlexTouch

ceMariyTua

s.C.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

3ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA (MHOrog030Ba npeasapureano HambJaHeHa nucajka (FlexTouch))

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Wegovy 2,4 mg FlexTouch nxkekunoHeH pa3TBOp B MPEABAPUTEIIHO HAITBJIHCHA MTUCAJIKA
ceMariiyTua

2. OBSIBSIBAHE HA AKTUBHOTO BEHIECTBO

Bcsika mpeaBapuTenTHO HaITbIHEHA MMACANTKA ChAbpka 9,6 mg cemarmytun B 3 ml (3,2 mg/ml).

| 3.  CHOUCBHK HA HOMOIIHUTE BEIECTBA

ITomorny BemecTBa: qUHATPHEB GocdaT TUXUIPAT, IPOIMHICHTINKOI, (PEHOII, XJIOPOBOAOPOIHA
KHCEITMHa/HATPUEB XUIPOKCH (32 Kopekius Ha pH), BoJa 3a MHKeKiK. BUKTe IMCTOBKATa 32 MOBEYe
uHpopManusl.

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

WHXCKI[HOHEH Pa3TBOP
1 x3 ml nucanka u 4 urau 3a eqHoKpaTHa yrorpeba (1 mucanka = 4 103u)
3 x3 ml mmcankm u 12 urm 3a eqHOKpaTHa yioTpeda (1 mucanka = 4 1o3m)

5. HAYUH HA ITIPUJIOKEHUE U ITBT HA BBBEX/IAHE

MOJIKOKHO TTPUIIOKEHNE
BEJIHBK CEIMUYHO

[penu ymoTpeda mpoyereTe JIUCTOBKATA

N3nonzBaitte Wegovy BEIHBK CEAMUYHO

3anmmrere n3dpanus ot Bac neH 3a HHKEKTHPaHE

I/IH)KCKTI/Ian CCAMHUYHATaA CHU 103a HAa MOCOYCHHUTC O-A0JYy JaTH:

OTtBOpeTE TYK

IloBauruere Tyk
74



6. CIIEHUAJIHO HPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSBBA JIA CE
CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCET'A HA IELIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAJOCTHIIHO 34 [ACIA.

‘ 7. APYI' CHEIMAJIHU ITPEAYIIPEKJIEHUSA, AKO E HEOBXOJUMO

He cpxpansiBaiiTe nucankara ¢ mocTaBeHa UIJa.
[Ipennasnaden camo 3a MHAWBUAYaIHA yIoTpeoa.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

‘ 9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

Ja ce chxpaHsBa B xJaAWIHUK. J[a He ce 3aMpa3ssBa.

Cren mppBarta ynotpeda Ha mucaikara, na ce cbxpansasa moxa 30°C. Jla He ce 3ampazsBa.
CpxpaHsiBaliTe nicaikara ¢ oCTaBeHa Karayka, 3a 1a ce Mpela3u OT CBETIHHA.
U3xBBbpIieTe mucankara 6 CeIMUIIN CIIE/ TbpBaTa yrnorpeoba.

10. CHELOHUAJIHU IMPEANIASHU MEPKHU IMPU U3XBDBPJISTHE HA HEU3IMOJI3BAHA YACT
OT JIEKAPCTBEHUTE NPOAYKTHU NJIK OTHAABYHU MATEPUAJIN OT TAX, AKO
CE UBUCKBAT TAKUBA

11. HMME U AJAPEC HA IIPUTEXKATEJISI HA PASPEIIEHUETO 3A YIIOTPEBA

Novo Nordisk A/S
Novo Allé
DK-2880 Bagsveard
Janus

12.  HOMEP HA PABPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1608/010 1 mucayika u 4 uriu 3a €IHOKpaTHA yrmoTpeoa
EU/1/21/1608/011 3 mucanku n 12 urinm 3a eTHOKpATHA yIIOTpeda

13. TAPTUJAEH HOMEP

ITapTuna:

‘ 14. HAYUH HA OTIITYCKAHE

‘ 15. YKA3AHWUJ 3A YIIOTPEBA
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16. WH®OPMAIIAA HA BPAIJIOBA A3BBYKA

Burosu 2,4 Mmr ®@nexcTou

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIFOYCH YHUKAJIEH HICHTU(PHKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN

76



MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT MAJIKUTE EIUHNYHU
II'bPBUYHU OITAKOBKH

ETUKET HA NIPEJABAPUTEJIHO HAITBJIHEHATA IMUCAJIKA (MHOro/1030Ba NpeIBAPUTETHO
HanmbJHeHa nucalka (FlexTouch))

1. NME HA JIEKAPCTBEHUS NIPOAYKT U ITbT HA BBbBEX/IAHE

Wegovy 2,4 mg WHKEKIHS
FlexTouch

CeMarnyTua

s.c.

2. HAYUH HA ITPUJIIOKEHUE

TTonkoXXHO MPUIIOKEHUE
BEJIHBXK CEIMUYHO

‘ 3. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen no:

4. IHAPTUJAEH HOMEP

ITaptuna:

‘ 5. CBbABPKAHUE KATO MACA, OBEM WJIHN EIMHUILIN

3ml
(4 no3m)

| 6. JPYTO

Novo Nordisk A/S
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b. IUCTOBKA
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JIucroBka: Undopmanus 3a nanueHTa

Wegovy 0,25 mg uHKeKIMOHEeH Pa3TBOP B NMpPeIBAPUTETHO HANTbJIHEHA MUCATKA
Wegovy 0,5 mg nH/KeKIIHOHEH Pa3TBOP B MPeIBAPUTETHO HANTbJIHEHA MU CAJIKA
Wegovy 1 mg MH:KeKIIMOHEH Pa3TBOP B PeIBAPUTEIHO HANTBJIHEHA MHCAJIKA
Wegovy 1,7 mg uH:KeKIIHOHEH Pa3TBOP B NMPeABAPUTEHO HATbJIHEHA MU CAJKA
Wegovy 2,4 mg HH:KeKIHOHEH Pa3TBOP B NMpeBAPUTETHO HATbJIHEHA MU CAJIKA
cemarnyTua (semaglutide)

vTO3I/I JIEKapCTBEH MPOIYKT MOJIJICKH Ha JOIMBIHUTEIIHO HabmoneHre. ToBa 1ie mo3Boym 0bp30TO
YCTaHOBSIBaHE HAa HOBAa MH(OPMAIUs OTHOCHO Oe30macHOCTTa. MOXKeTe a JaieTe CBOs IPUHOC KaTo
CHOOINTE BCSIKA HEXKEJIaHA PeaKIrsl, KOSITO CTe MOJMYYWIN. 3a HAaUMHA Ha ChOOIIaBaHEe Ha HEXelaH!
peakIny BIKTE Kpas Ha TOUka 4.

IIpoyeTeTe BHUMATETHO HAJIATA JUCTOBKA, MPEAN 1A 3all04YHeTe 1A N3M0J13BaTe TOBA JIEKapCTBO, Thil

KaTo TA ChAbP:Ka BakHa 3a Bac nundgopmanus.

- 3amazere Ta3u IMcTOBKAa. MOJKe /1a ce HaJO0XH JIa sl POYETETe OTHORBO.

- AKo UMate HIKaKBU JOTBIHUTEIHH BBIIPOCH, MonuTaiiTe Bamms nekap, @apMaueBT WJIM MEIUIIMHCKA
cectpa.

- ToBa nekapcTBO € npennucaHo JuuHo Ha Bac. He ro mpeoTcThnBaiite Ha ipyru xopa. To Moxe 1a um
HaBpeIM, HE3aBUCHMO 4e IIPU3HAIUTE Ha TSIXHOTO 3a00IsIBaHEe ca ChIIUTE KaTto BamuTe.

- Axo IMOJIYYUTC HAKAKBU HCKCIJIAHU PCAKIIUN, YBEIOMETC Bamus JICKap, (bapMaHCBT WJINn MEAUITUHCKA
cectpa. ToBa BKITFOUBa M BCHYKH BF3MOXKHH HEXKEJIAHHW PEaKIINH, HEOITMCAaH! B Ta3W JINCTOBKA. BiokTe
TOoYKa 4.

Kakso CbAbpPiKa Ta3u JIMCTOBKA

1. KaxBo npencrasnsisa Wegovy U 3a KakBO Ce U3I0JI3Ba

2. KaxBo Tps0Ba fa 3Haere, npeau aa uznoizpare Wegovy

3. Kak na uznonsare Wegovy

4. BBb3MOXXHH HEXENaHU peaklnu

5. Kaxk na cpxpansisare Wegovy

6. CpabpkaHue Ha ONAaKOBKATa M JOIBIHUTENHA HHPOPMALUS
1. KakBo npeacrasiasaBa Wegovy U 3a KakBO ce U3M0JI3Ba

Kakso npeacrasiassa Wegovy

Wegovy e iekapcTBO 3a HaMaJIIBaHE U MOANbPKaHe Ha TETJIOTO, KOETO ChbpiKa aKTUBHOTO BEIIECTBO
cemarnyTua. To e moJoOHO Ha ecTECTBEHHsI XOPMOH, HapeueH ritokarod-nonooen nentua-1 (GLP-1), koiito
ce OTJIelIs OT uepBaTa ciell XxpaHeHe. Toi AelicTBa upe3 MOBJINSABAHE HA MUILEHH (PELEeNTOpH) B MO3bKa,
KOUTO KOHTpOJUpaT arnetuta Bu, karo Bu kapa na ce 9yBcTBaTe MO-CUTH M TIO-MAJIKO TJIaHU H J1a
M3IIUTBATE MM0-MAJIKO HEMPEOJ0INMO JKeTaHue 3a XpaHa. Tosa e Bu momorse ga saaeTe mo-Majiko XpaHa U
Jla HaMaJUTe TENECHOTO CU Tersio. Wegovy ChIIO MOKE J1a TOMOTHE 3a MPEAOTBPATABAHE HAa ChPICYHO
3abomnsBaHe.

3a kakBo ce u3noJi3Ba Wegovy

Wegovy ce U3MoI3Ba 3a¢HO ¢ AueTa U PU3nyYecka akKTHBHOCT 33 HAMANSBAaHE Ha TETJIOTO U 3a MOJIOMaraHe

MOJUTBPYKAHETO Ha TETJIOTO MO KOHTPOII. TOM ce M3IToiI3Ba P Bh3PACTHH, KOUTO UMAT

. UTM 30 kg/m? unu noBede (3aTIBbCTSABAHE) HIH

. UTM none 27 kg/m?, Ho mo-manko ot 30 Kg/m? (HaJJHOPMEHO Teryo), KOUTO UMAT 3JPaBOCIOBHH
po0OJIeMH, CBBP3aHU € TErJI0TO (KaTo quadeT, BUCOKO KPhBHO HaJsIraHEe, HUBA HA Ma3HUHUTE B
KPBBTa, KOUTO Ca H3BHH HOPMATa, MPOOIEMH ¢ AUIIAHETO 1T0 BpEME Ha ChH, KOETO Ce Hapuya
,,OOCTPYKTHBHA ChHHA aITHEsI, WK ca MMAJH HIKOTa HHPAPKT, HHCYIT WIH MPOOIEMH C
KPBBOHOCHHTE ChIOBE).

WUTM (unpekc Ha TemecHa Maca) € Mspka 3a Bamrero termo cnpsimo Bamms pber.
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Wegovy ce u3non3Ba 3aeHO C TUeTa U (U3NIecKa aKTHBHOCT 32 KOHTPOJIMPAHE Ha TETJIOTO MPH IOHOIIN Ha
1 Haj 12-ronuiHa BH3pacT, KOUTO UMAT

. 3aTIIBCTSABAHE

. TenecHo terao >60 Kg.

Kato ronormma TpsioBa ga mpoabDKAUTE 1a U3on3BaTe Wegovy, camo ako cTe Hamaniu Bamms UTM ¢ mone
5% cnen 12 cenmunu Ha f03a 2,4 M@ wWid Ha MaKCUMalTHATa TIOHOCUMA J103a (BIKTE TOUKa 3).
Konucynrupatite ce ¢ Bamus siekap, npeny 1a npoabKUTE.

2. Kakgo TpsdBa 1a 3HaeTe, npeau aa u3nouaspare Wegovy
He uznona3Baiite Wegovy
d aKO CTC AJICPTUYHU KbM CEMAlTTYyTUJ UJIU KbM HAKOS OT OCTAHAJIUTC ChbCTABKU HA TOBA JICKAPCTBO

(n30poeHu B TOUKa 0).

IIpenynpeskaeHus U nMpeanasHu MepKu
loBopere ¢ Bamms nekap, ¢papmaneBT WM MEAUIIUHCKA CECTpa, IPeu J1a u3noyzpare Wegovy.

Ynorpebara Ha Wegovy HE ce IIperophuBa, ako:

. M3II0JI3BATE APYTH NPOLYKTHU 3a HAMaJABAHE Ha TEIJIOTO,

. nmare guader tuim 1,

. “Mare CHITHO HaMaJieHa 0b0pedHa QpyHKITHS,

. “MaTe CHJIHO HaMmajieHa YepHOoaApoOHa QyHKIIuS,

. “MaTe TeXKa CTEIeH Ha Chp/e9Ha HeIOCTaThYHOCT,

. nMare 3a00JIIBaHe Ha OYHTE, CBHP3aHO ¢ muadeTa (PETHHOIIATHSA).

Nma manbk onut ¢ Wegovy npu nmaiueHTu:

o Ha 85 ¥ moBedye TOAUHH,
. ¢ 4YepHOAPOOHH ITpoOIEMH,
. CBhC CEpUO3€EH MPOoOIeM Ha cTOMaxa WM YepBaTa, KOWTO BOJU 0 3a0aBEHO M3IIpa3BaHE HAa CTOMaxa

(HapedeHo racTponapesa), Ml ako UMaTe Bb3MaJUTEIHO 3200 IsIBaHE Ha YepBara.
Mons, koHCcynTHpaiiTe ce ¢ Bamms gekap, ako e1HO OT TOPHUTE TBBPJEHUS ce OTHacs 3a Bac.

AKxo 3HaeTe, ue By ipecton ormepartus, Ipu KOATO IIe ObIeTe oI aHecTe3ns (B CIIANIO ChCTOSHUE), TPSIOBa
Jla KakeTe Ha Bammms siekap, de cre Ha jiedeHne ¢ Wegovy.

. dexuaparanus
ITo Bpeme Ha neueHunero ¢ Wegovy Moke Aa UMaTe rajicHe, MOBphIaHe Win quapus. Te3n HexenaHu
peakIy Morat Aa J0BeAaT 10 Aexuapartanus (3aryba Ha TeqHOCTH). BaxkHo € Jja mueTe 10cTaTbuHo
KOJINUECTBO TEYHOCTH, 3a J]a IPEeJOTBpaTUTE AexuapaTauusaTa. ToBa e 0cOOCHO BasKHO, aKO UMaTe
npobiemu ¢ 60penure. ['oBopere ¢ Bamms nekap, ako nmare HIKaKBH BbIPOCH HJIH IPUTCCHEHUS.

. Bn3nanenune Ha maHkpeaca
AKO UMare CUIJIHA U MPOJIbIDKUTETHA 00JIKa B 00JIacTTa Ha cCTOMaxa (BHXKTEe ToUKa 4), He3a0aBHO
MTOTHPCETE JIEKap, Thil KaTO T MOXKE JIa € TIPU3HAK Ha Bh3MaJCHUE Ha MMaHKpeaca (OCThp MaHKPEATHT).

. Xopa ¢ auader Tan 2
Wegovy He MOKe 1a ce M3II0JI3Ba KaTo 3aMeCTHUTeN Ha HHCynH. He n3nonssaiite Wegovy B
KOMOWHAIINS C IPYTH JeKapcTBa, KouTo chabpkaT GLP-1 perentopHn arorucTy (KaTto TUPariIyTH]I,
IyJariTy T/, eK3eHaTU I WIN JTUKCU3EHATUN).

U Hucka kpbBHa 3axap (XUNOTIHMKEMMUS)
KomOunupaHeTo Ha CyahOHUIYPEHHNA TPOU3BOIHU WM HHCYJIMH C TOBA JICKAPCTBO MOXKE J1a YBEINYH
pUCKa OT TIOHW)KaBaHE Ha HUBATa Ha KpbBHATA 3axap (XUMOTIHKeMHus ). MoJist, BUKTE ToOUKa 4 OTHOCHO
MpeIyTnpenTETHATE TIPU3HAIY 32 HUCKHM HUBA Ha KpbBHATa 3axap. Bammsr nexap moxe na Bu
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Ha3HayW M3cjeqBaHe Ha HUBaTa Ha KpbBHaTa Bu 3axap. ToBa me momorse Ha Bammsr nekap na
OTIpeIeNIu JaJi 103aTa Ha CYI(POHMITYPEHHOTO IPOM3BOIHO MM HHCYJIMHA TPsIOBa J1a ce IPOMEHH, 32
Jla ce MMOHWKU PUCKBT OT HUCKA KpPBhBHA 3aXap.

. 3a0o/siBaHe HA OYUTE BCJeACTBHE HA qualdeT (PeTHHONATHS)
Ako nMare 3a00JIIBaHe Ha OYHMTE BCICACTBUE HAa MUA0ET M M3IOJ3BaTe HHCYIIMH, TOBA JICKApPCTBO
MOJKE J1a JIOBE/IE JI0 BIIONIaBaHe Ha BalieTo 3peHre U MOXKe Jia ce HaJIOKH JiedyeHue. bbp30To
nonoOpsiBaHe Ha KOHTPOJIA HA KPhBHATA 3aXap MOXKE Jia JIOBEC IO BPEMEHHO BIIOIIABaHE HA
3a00sIBAaHETO HA ounTe. AKO MMaTe 3a00JIIBaHe HA OYMTE BCICACTBHE HA TUAOCT U UMAaTe IIPOOIeMH
C OYMTE, JOKATO MMPUEMAaTe TOBA JIGKAPCTBO, ToBOpeTe ¢ Barust jekap.

Jlena ¥ FOHOILH
be3omacnoctTa 1 edukacHocTTa Ha Wegovy mipu nera o 12-roaumiHa Bb3pacT He ca IPOYICHH U He Ce
npenopbyBa ynorpedbara My B Ta3H HOIMyJIanusl.

JApyru nexapcrBa u Wegovy
TpsabBa na kaxxete Ha Bammsa iexap, ¢papMareBT WM MEIUIIMHCKA CECTpa, ako IprueMare, HaCKopo CTe
MpHeEMaJId WIIM € Bb3MOXKHO J1a IpHEMaTe APYTH JIEKapCTBa.

[Mo-cnenmanyo TpsiOBa Aa Kaxere Ha Bamus nekap, GpapmaieBT WM METUIIMHCKA CECTpa, aKO U3IONI3BATE

JICKapCTBa, ChIbPXKAIIHU CICIHUTE:

. Bapdapun wim apyru nogo0Hu JekapcTBa, IPUEMaHH Mpe3 ycTara, 3a HaMalsBaHe Ha ChCUPBAHETO
Ha KpBBTa (MIepOpalTHU aHTHKOAryIanTh). Koraro 3amodnere jgedeHre Hamp. ¢ BaphapuH Win
MOJJOOHH JIEKapCcTBa, MOXKE JIa Ce HAJ0XKH YeCTO M3CIieIBaHe Ha KPBBTA, 3a Jla c€ ONpeIeIIH
crocoOHOCTTa Ha KphBTa Bu 51a ce chcupsa.

BpeMeHHOCT U KbpMeHe

ToBa jekapcTBO HE TPsIOBA J1a Ce U3MOI3Ba 10 BpeMe Ha OPEMEHHOCT, 3alll0TO HE € U3BECTHO JIAJIA MOXKE J1a
3acerHe JIETEeTO, MPEIU a CE POJIU. 3aTOBA € MPENOPHUUTEITHO J]a U3T0I3BATe KOHTPALICIIIIHUS, TOKATO
M3II0JI3BAaTE TOBA JICKApCTBO. AKO JKejlaeTe aa 3adpeMeHeeTe, TpsaOBa ja cupere yrnorpedara Ha TOBa
JICKapCTBO MOHE JIBa Mecella MpeIBapuTeIHO. AKO 3a0peMeHeeTe, OpeMeHHa CTe, CMATAaTe, Y& MOXKE Ja CTe
OpeMeHHa, WK TUTaHUpaTe OPEMEHHOCT, OKATO M3MO0JI3BaTe TOBA JICKAPCTBO, TOBOpETe He3abaBHO ¢ Bamms
JeKap, Thi KaTo JedeHueTo Bu mie TpsaoBa na 6b1e crpsHo.

He u3non3Baiite ToBa JICKaApCTBO, aKO KbPMUTEC, ThH KaToO HE € U3BECTHO JaIU TO npeMrnHaBa B KbpMara.

IMModupane n padora ¢ MAIIUHU

Mauko BepositHo ¢ Wegovy J1a oBiusie BbpXy criocoOHocTTa Bu 3a modupane u pabora ¢ mamuuu. Hsakou
ManyueHTH MOTarT J1a ce IOYyBCTBAT 3aMastHu, KOrato npuemat Wegovy, I1aBHO Ipe3 IbpBUTE 4 Mecela oT
JIEYeHUETO (BIDKTE TOUKA 4). AKO UyBCTBaTe 3aMaiiBaHe, Ob/IeTe H3KITIOYUTETHO BHIMATETHA TI0 BpeMe Ha
mrodupane wim padbora ¢ MammHu. Ako Bu e HeoOxoauma gombIHATETHA HHPOpMAaIHs, ToBopeTe ¢ Barms
nekap, (hapMareBT WK METUIMHCKA CECTpa.

Xopa ¢ ouabem mun 2

AKO M3I0JI3BaTe TOBA JIGKAPCTBO B KOMOMHALIUS ChC CyNI(OHUITYPEHH IPOU3BOAHU WIIM WHCYJIMH, KpbBHATA
Bu 3axap Moske ja cTaHe MHOTO HUCKA (XMITOTJIMKEMHUSI), KOETO J1a oTcinabu ciocodnocrta Bu na ce
KOHIIeHTpHUpaTe. M30srBaiite modupaHeTo i padboTara ¢ MAIIWHK, aKO MOJYYHTE KAKBUTO U JIa €
MIpU3HALM Ha HHCKA KpbBHA 3axap. BrxTe Touka 2, , Ilpenynpexaenns u npeanasHil MEpKu* 3a
MH(QOpPMaIKsi OTHOCHO MOBUIIEHHS PUCK OT CIaj] Ha HUBOTO Ha KpbBHATa 3aXap, KaKTo ¥ Touka 4 3a
npeaynpeaAnTeHUTE IPU3HANY Ha HUCKa KPbBHA 3axap. [ 'oBopeTe ¢ Jiekaps CH 3a AOIbJIHUTEIHA
nHpOpMAIHSL.

Wegovy cbabp:xa HaTpHii

Toga JrekapcTBO ChABPKA MO-MaNIKO OT 1 mmol HaTpwmii (23 mg) Ha 1033, T.€. MOXE J1a ce Kaxe, ue
MPAKTHYECKU HE ChAbPIKA HATPHIA.
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3. Kaxk 1a usnoszBare Wegovy

Bunaru n3nomn3Baiite ToBa JIEKapCTBO TOUYHO KakTo Bu e kazan Bammsr nexap. Ako HE cTe CUTYPHH B HEIIIO,
nonuraiite Bamus nekap, GpapmaineBT win MEAUIIMHCKA CECTpa.

Kojaxo na n3nossBare

Bwvspacmuu

IIpenopruntennara g03a € 2,4 mg BeIHBXK CEAMUYIHO.

Bamrero sreuenue 1mie 3amovyHe ¢ HACKA /1033, KOSATO MOCTENEHHO e CE YBeInYaBa B IPOIbJDKEHUE Ha
16 ceqMuIM HA JIEUEHUE.

. Koraro 3anounere na usnonssare Wegovy 3a mbpBHU BT, HauanHata j103a € 0,25 mg BeqHbK
CeIMUYHO.

. Bammust nekap e Bu nHCTpyKTHpa IOCTENEHHO Jja yBeIrYaBaTe 103aTa CH Ha BCEKU 4 CEIMUIIH,
JIOKaTo JIOCTUTHETE MpenopbUuTeIHaTa 103a 2,4 mg BEJHBK CEIMUYHO.

. Crnen KaTo TOCTUTHETE MPENopBbUNTENIHATA 1032 2,4 mg, HE yBEINYaBalTe MOBEYE Ta3! J03a.

. AKO MHOTO TPYJIHO IIOHAacATE raIcHeTO WM OBPBIIAHETO, FoBopeTe ¢ Bamms nexap 3a oTnarane Ha

IMMOBUIIABAHCTO HA J03aTa WM 3a HaMaJIIBaHE 10 IIp€auiIHaTa J03a 10 HOJIO6p$IBaHe Ha CUMIITOMHTC.

O6ukHOBeHO e Bu O0ba¢ Ka3aHOo na ciaeaBaTe TadauIara mo-mo.y.

VYBenuyaBaHe Ha

CenmuuHa 103a
o3ara
Cenmunu 1-4 0,25 mg
Cenmurm 5-8 0,5 mg
Cenmunm 9-12 1mg
Cenmunu 13-16 1,7mg
Ot ceamuna 17 2,4 mg

Bammsr nexap 1ie orieHsIBa peIoBHO JiedeHueTo Bu.

FOnowu (nao 12-2o00uwna 6vs3pacm)

[Tpu roHoOIIM TPsIOBa Ja ce MpuIIara chillata cCXxeMa Ha yBeJIMYaBaHe Ha J103aTa, KAKTO IPU Bh3PacTHU (BHIKTE
no-rope). JlozaTta Tps0Ba Ja ce yBenu4apa J0 AOCTUraHe Ha 2,4 mg (o Ibpokalia J103a) Wik MakCUMaTHaTa
MOHOCHMa JI034.

Kak ce npusnara Wegovy
Wegovy ce npuiara upe3 HHKEKIUs 0] KoxkaTa (TI0JIKOKHO HHXKEeKTHpaHe). He nHkeKkTupalTe BbB BEeHa
WIIA MYCKYJL.

. Haii-monxomsamuTte MecTa 3a MH)KEKTUPAHE ca MpeIHaTa CTpaHa Ha TOpHATa JacT Ha phKaTa, ropHaTa
YacT Ha Kpakara Win 00J1acTTa Ha KopeMa.
. [Ipenu na u3nmon3Bare mucaikaTa 3a ITbPBU BT, BamusT nekap, GapManeBT win MEAUIIMHCKA CecTpa

nre Bu nmokaxke Kak Jia s U3MoJ3Bare.
IMoapoOHu yka3zaHus 3a TOBA Kak Jla U3MOJ3BATE MUCAKaTa ca JaIcHH Ha IpyraTa CTpaHa Ha Ta3u JIUCTOBKA.
Xopa ¢ quader TUn 2
Kaxere Ha Bamust nexap, ako umate nuader tum 2. BamusT nekap Moxe Ja Kopurupa jo3ara Ha

nekapcTBata Bu 3a muader, 3a 1a mpenoTBpaTH KpbBHATa Bu 3axap 1a He criagHe TBBhpIe HUCKO.

Kora na uznoazBare Wegovy

. TpsOBa ia u3on3Bare TOBA JEKAPCTBO BEIHBK CEAMUYHO U 110 BH3MOXKHOCT B €JIMH U CBHIII JICH BCAKA
ceaMHUILA.
. Mosxe 1a Cu HalpaBUTE HHXKEKIIHS 110 BCIKO BpeMe Ha JCHsI, He3aBUCUMO OT XpaHEHUSTA.

IIpu HEOOXOIUMOCT MOKETE J1a MPOMEHHTE JICHSA Ha €KeCeIMUIHOTO HH)KCKTHPAHE Ha TOBA JIEKApCTBO,
CTHUTA JIa ca I3MUHAJIM TIOHEe 3 THU CJIeN MOCIICTHOTO My HHKeKTrpane. Cinen n30upaHeTo Ha HOB JIeH 3a
Mpujarade, OpoIbKETe 1a MHXXEKTUPAHE BEAHBX CEAMUYHO.

82



AKO cTe H310J13BAJIM II0OBeYe 0T HeoOxoaumara a03a Wegovy
Bennara ungopmupaiite Bammus nekap. Bp3M0oXHO € 1a OTy4YnTe HEXXETaH! peakiiy KaTo rajieHe,
NOBPBLIAHE WM JHAPHS, KOUTO MOTaT Ja MPUUUHIT AeXuapaTanus (3aryda Ha TEeIHOCTH).

AKo cTe mpomycHaJ/m aa usnojazpare Wegovy

AKO cTe TIpOoITyCHAIH J]a MHXKEKTUPATE 71032 U:

. ca M3MHUHAJIY 5 WK T0-MaJIKO JIHU CJIe]] MOMEHTA, B KOMTO ¢ TpsOBaso Ja usnonssare Wegovy,
WHXXEKTHUpaTe ro BeAHara oM cu cnomuure. Ciiel] TOBa HHKEKTUpPANTE Cclie/IBalaTa CH 1033, KaKTO
OOMKHOBEHO B IJIaHUpaHusd JICH.

. ca U3MHUHAJIY TIOBEYE OT 5 JIHU Clie]l MOMEHTA, B KOWTO € TpOBaso jaa usnoiisBare Wegovy,
mpeckoveTe mpomnycHaTara fo03a. Ciell ToBa MH)XEKTHpaKTe ciie[BaliaTa Cu 032, KAKTO OOMKHOBEHO B
cienBallys JIaHUPAH JEH.

He u3nonzpaiite nBOMHA 1032, 3a 1a KOMIIEHCHpATE MPOITyCcHATa J03a.

AKko cTe cnipesiu ynorpedara Ha Wegovy
He cnupaiite ynorpebaTa Ha TOBa JieKapcTBO, 0€3 1a cTe nHhopmupanu Bamus nekap.

AKO mMare HSKaKBH JOITBIHATEIHNA BBIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKApCTBO, MOIMUTANTE
Bamms nekap, ¢papManeBT WIH MEAUIUHCKA CECTPA.

4, Bb3MokHM HeKeTaHU peakIun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOKE [1a NPCAU3BUKA HCIKCIIAHNU PCAKINU, BBIIPCKH Y€ HEC BCCKU
TU 1IoJry4aBa.

Cepn03lm HEKEJIAaHU peaKIuU

Yectu (Morat na 3acersHat a0 1 Ha 10 gymmm)

. VYcnoxxHeHus Ha 3a00JIIBaHETO HA OYHTE BCIICACTBHE Ha AnadeTa (quadeTHa peTUHOMATHS). AKO
umare nuadert, TpsaOBa na nHpopMmupare Bamms gekap npu Hamuuue Ha MPOOJIEMH C OYHTE IO BpeMe
Ha JICYUCHUETO C TOBA JIEKAPCTBO, KATO HAIIPUMEP aKO UMAaTe IIPOMEHH B 3pDEHUETO.

Heuectn (Mmorar ga 3acernar no 1 Ha 100 gymim)

. Br3nanenue Ha naHkpeaca (ocThp naHkpearut). [Ipu3HanuTe Ha Bp3NIaJIeHUE Ha TAaHKpeaca Morar Aa
BKITIFOYBAT TEXKa M MPOIBIDKUTETHA 00JIKa B cTOMaxa, 00JIkaTta MOXe Jla ce MPeMecTH KbM IrbpOa Bu.
TpsiOBa na otunere Ha Jiekap He3a0aBHO, aKO MOJyYUTE TAKMBA CUMIITOMH.

Penxu (Morat na 3acersat a0 1 Ha 1 000 mymm)

. Texku ajgepruyHu peakiuu (aHapUIaKTUYHY peakiuy, anruoenem). Heo0xoaumo e HezabaBHO 1a
MOTHPCUTE MEIUITUHCKA IOMOII] ¥ BeHara Jia UHPOPMUpATE JIeKaps CH, aKO MOIyYUTE CUMIITOMHU
KaTo 3aTPyHEHO JUIIAHe, OTOK, 3aMaiiBaHe, yUeCcTeH MyJIC, U3MOTABAHE U 3ary0a Ha Ch3HAHUE W
O0BP30 MOAyBaHE MO KOXaTa B 00J1aCTH KaTO JIMIIETO, I'bPJIOTO, PBIIETE U KpaKaTa, KOETO MOXE Jia €
JKUBOTO3aCTpaIlaBaIilo, ako MO yBaHETO HA I'bPJOTO OJIOKMpPA TUXATSIHUTE MHTHUIIA.

C Hen3BecTHA YecTOTa (OT HATMYHUTE JTAaHHU HE MOXE J1a OB/Ie HallpaBeHa OICHKA)
. 3amymiBaHe Ha yepBara. Texka opma Ha 3aleK ¢ JOIMBIHUTSTHN CUMIITOMU KaTO CTOMAIITHA 00JIKa,
MOJyBaHE HA KOpeMa, MOBPbBILAHE U T.H.

I[pyl"l/l HE/KEJIAaHU peaKIuu

MmHoro gectu (Morar ga 3acersar nmosede ot 1 Ha 10 xymm)

. rj1aBo0oJIe
. rajeHe
. MOBPBIIIAHE
. JIuapus
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. 3ameK
. cToMaIllHa 0ojKa

. YyBCTBO Ha C1a00CT WK yMopa

— Te ce HaOJII0IaBaT TJIaBHO IO BpEME Ha TIOBUINIABAHETO HA JI03aTa U OOMKHOBEHO M3YE€3BaT C TCUCHHE HA
BPEMETO.

Yectu (Morart na 3acersHar a0 1 Ha 10 gymim)

. 3aMaiiBaHe

. PasCcTpOeH CTOMax WJIH JIOLIO XPAaHOCMHUJIAHE

. OpUTBaHe

. ra3oBe

. NOJyBaHE Ha CTOMaxa

. BB3MAJICHUE HAa CTOMaxa (racTpuT) - IPU3HALIUTE BKIIOYBAT OOJIKa B CTOMAaxa, IraJieHe WM [IOBPbILaHe
. pedyKe WM KUCEINHU — HapHya ce olle racTpoe3odareanta pedaykcHa 6oaect
. KaMbHH B JKJIbYKaTa

. Koconaz

. peaKIyy Ha MSICTOTO HA HHXEKTHPaHE

. MpOMsIHA BBB BKyCa Ha XpaHaTa Wik HAIIUTKUTE

. IPOMSIHA B YCEIIaHETO Ha KOXKaTa

. HUCKa KPBBHA 3axap (XUIMOTIUKEMHs1) IPH NAMEHTH C JradeT THII 2.

[IpenynpeaurenHuTe npru3HaLU 3a HUCKA KPBBHA 3aXap MOrar Ja ce MOoABAT BHe3aHo. Te Morar na
BKJIIOUBAT: CTyJI€HA IIOT, XJIaaHa Onesa KoXka, r1aBo0oJIHe, YCKOPEH ITyJIC, TaZieHe WIIM CHJIEH IJIajl, IPOMEHH!
B 3pEHHETO, CHHIMBOCT WJIH CIa00CT; HEPBHOCT, TPEBOKHOCT UM 0OBPKAHOCT, 3aTPyIHEHA KOHIIEHTPAITHS
WM TPETIEpEHe.

Bammsr nekap me Bu kake kak Ja JeKyBaTe HUCKaTa KpbBHA 3aXap M KaKBO Jla HAIIPABUTE, aKO 3a0€JIeKHUTe
TE€3W MPeayNPEeIUTEHN TPHU3HALH.

BeposiTHOCTTA 112 cllajiHe HUBOTO Ha KPBBHATA 3aXap € MO-rojsiMa, ako preMaTe CyaQOHIITypeHN
MIPOM3BOAHN WX MHCYJIMH. Bamusr nexap Moske 1a Hamali 1o3aTa Ha Te3H JIEKapCTBa, IPEH a 3all0YHETE
Jla U3I10J13BaTe TOBA JIEKAPCTBO.

Heuectn (Morar ga 3acernar o 1 Ha 100 gymim)

. HHUCKO KPBBHO HaJlsiTaHe

. BHEHE Ha CBAT WJIM 3aMaiiBaHe IIPH U3MPaBSHE WU CSIaHe OT JIETHAJIO MOJIOKEHHE MOPaaH PSI3KO
MOHWKaBaHe Ha KPbBHOTO HaJATaHe

. YCKOPEH IIyJIC

. MOBHIIIEHNE HAa TAHKPEATUIHUTE €H3UMH (KaTo JIMIa3a U aMIiia3a) B KpbBHUTE U3CIICABAHUS

. 3a0aBsiHE B M3IIPAa3BaHETO HA CTOMAXxa.

Cpbo01aBaHe Ha HesKeJIAHU PeaKunu

AKO TIOJTy4YHTe HIKAKBH HEXEJIaHU JICKAPCTBEHU Peakiliu, yBeJoMeTe Baius ekap, GpapmarieBT wiu
MeIHIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKH Bb3MOKHH HEOIIMCAHU B Ta3H JIMCTOBKA HEXKETAHU PEaKIINH.
MoskeTe CBIIO 1a ChOOIINTE HEeXENaH! peakllni TMPEKTHO Ype3 HalMOHATHATa CHCTeMa 33 ChOOIIaBaHe,
mocoueHa B [Ipmioxenne V. Kato croliaBate HeXXeaHU PEAKIIUU, MOXKETE 1a JAJCTE CBOS MIPUHOC 3a
MoJTyYyaBaHe Ha MOBeUYe MH(POPMAIIHI OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na coxpansiBate Wegovy

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIA.

He n3non3Baiite TOBa JICKApCTBO CJI€a CpOKa Ha TOAHOCT, 0oTOeIA3aH BBpPXY €TUKETA Ha IMMUcCajikaTa u
KapTOHCHATa OIIaKOBKa CJIC ,,FO,I[eH mo:“. CpOK’LT Ha TOAHOCT OTroBaps Ha NMOCJICAHNA CH OT ITOCOYCHUS
MCCC1I.

[a ce cpxpanssa B xynaauiaHuk (2°C — 8°C). la He ce 3ampa3zaBa. Jla ce chxpaHsiBa Aajed oT OXJIaKAALIUI
esleMeHT. BuHaru cbxpaHsBaiiTe nucankaTa B OpUrHHaJIHATa KAPTOHEHA ONAaKOBKa, 3a J1a c€ IMPEeAIa3u OT
CBETJIMHA.
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Wegovy Moxe fa ce cbXpaHsiBa U3BBH XJaJWIHUK J10 28 THU MpH TemmepaTypa He noseue oT 30°C..
UzxBbprieTe nucaikara, ako € Ouia u3jaokeHa Ha CBeTIMHA WK Temreparypa Haja 30°C, Ouna e u3BbH
XJTaIATHUKA TTOBEYE OT 28 JTHU W € Onjia 3aMpa3sBaHa.

He u3non3patite ToBa JICKapCTBO, aKO 336€H6)I(I/ITC, YC pa3TBOPHT HE € 6I/ICT’Bp n 6€3HB6T€H.

Cuien ynorpeba: mucajkara € 3a ¢IHOKpaTHa yrnoTpeda 1 Chabpka caMo eHa 103a. MI3XBbpiere nmucaikara
cien ynorpeoa.

He u3xBbpnsiitTe JekapcTBaTa B KaHAIM3ALMATA WM B KOHTEHEpa 3a JoMallHu oTHaabiu. [lonuTaiite
Bamus papManieBT kak 1a U3XBBPIATE JCKapCTBaTa, KOUTO Bede HE U3Moi3Bare. Te3u MEepKH Iie ClIOMOTHAT
3a OIa3BaHE Ha OKOJHATa cpefa.

6. ChabpikaHue HA OTMIAKOBKATA M JOMBJIHUTEIHA HH(POpMAHA

KaxBo chabpi:ka Wegovy
- AXTHBHOTO BEIIECTBO € CEMArTyTH]I.
Wegovy 0,25 mg WHXEeKIIMOHEeH Pa3TBOP
Bcesika mpeiBapuTENTHO HAMBJIHEHA THCAIKa Chabpxa 0,25 mg cemarmytua B 0,5 ml (0,5 mg/ml).

Weqovy 0,5 mg nHXEeKIIMOHEH pa3TBOD
Bcesika mpeiBapuTEITHO HAITBJIHEHA THCAIKa chabpxka 0,5 mg cemaraytun 8 0,5 ml (1 mg/ml).

Weqovy 1 mg MHXEKIIMOHEH Pa3TBOD
Bcesika mpeBapuTEIIHO HAITBJIHEHA TIHCAIKa Chabpxka 1 mg cemaraytun B 0,5 ml (2 mg/ml).

Wegovy 1,7 mg WHXEKIHOHEH PA3TBOD
Bcesika mpeiBapuTeNIHO HAMBJIHEHA MHcaka chabpxa 1,7 mg cemaraytun B 0,75 ml (2,27 mg/ml).

Wegovy 2.4 mg UHXEKIIMOHEH Pa3TBOP
Bcesika mpeiBapuTeNIHO HaMBJIHEHA MHCAKa Chabpxa 2,4 mg cemaraytun B 0,75 ml (3,2 mg/ml).

- Jpyrure cbCTaBkH ca: tuHaTpueB GocdaT JUXUIPAT, HATPUEB XJIOPHUJ, HATPUEB
XUJIPOKCH]I/XJIOPOBOIOPOIHA KUCETUHA (32 Kopekius Ha pH), Boja 3a uHkeKIuu. BkTe chIno
Touka 2 ,,Wegovy chabpka HaTpui* 3a wHGOpMAIHs OTHOCHO HATPHM.

Kak m3rne:xxaa Wegovy M KaKBO Ch/IbPka 0NAKOBKaTa
Wegovy e oucTbp 1 6e31BETeH HHKEKIIMOHEH Pa3TBOP B €IHOA030Ba NPEABAPUTEIHO HAITBIHEHA ITUCAIIKA.

Bcska nmucanka CbAbpiKa CaMO €JHa 1034a.

OmnakoBka ¢ 4 npeBapyUTeHO HAITBIHEHU MUCAJIKH.
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IIpurexaTtes Ha pa3pelIeHNETO 32 YNIOTPeda U MPOU3BOTUTEN
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveard

Jaaus

I[aTa Ha MOCJICAHO NpepasriekKaane Ha JUCTOBKaTa

JApyru u3ro4yHMIM Ha HHPOpMAaLUs

ITonpo6Ha wHPOPMAITHS 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus 1mo
nekapcTBara: http://www.ema.europa.eu.
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JlucroBka: Mndopmanus 3a nanueHTa

Wegovy

Wegovy 0,25 mg MHXEKIHOHEH Pa3TBOP B MPEIBAPUTEIHO HAITBIHEHA IIHCAIIKA

Wegovy

Wegovy 0,5 mg MHXeKIIMOHEH pa3TBOP B MPEABAPUTEIIHO HAITBIHEHA ITHCAIKA
Wegovy 1 mg MHXXEKIOHEH pa3TBOP B MPEIBAPUTEIHO HAIIbJIHEHA MUCAJIKA

Wegovy 1,7 mg MH)XEKIOHEH pa3TBOP B MPeIBAPUTEIHO HallbJIHEHA MUCATIKa
Wegovy 2,4 mg MHXEKIIMOHEH pa3TBOP B NIPEABAPUTEIIHO HAITBIHEHA ITHCAIKA

ceMarjayTua

H3non3Baiite Wegovy no BeAHbXK BCAKa CeAMHULA Wsxbpnaiite, 3a 1a 3anounere

VYkazanus 3a ynorpe6a Ha nucajkara Wegovy
Baskna undopmanus, npeau na 3anoyHere
OnakoBKaTa ChAbpKa €AHA JMCTOBKA U YETHPH NPEABAPUTEIIHO HAIBJIHEHH NUCANKH Wegovy.

Ta3u yacT OT IUCTOBKATa ChAbpiKa YKa3aHHd KaK Ja U3MO0JI3BATC NMHCAJIKAaTa. 3a JOII'BJIHUTCIIHA I/IH(I)OpMaIII/IH
OTHOCHO Barmrero JICKapCTBO, MOJIA, BUKTC Ipyrara CTpaHa Ha Ta3u JIUCTOBKaA.

Besika nucanka Tps6Ba 1a ce U3I0JI13Ba CaMO BEIHBXK.
IIpenuara ce c:

. €/lHA NpeBapuTeJIHO NOAr0TBEeHA 103a.
. npeAna3uTes HA UIJIaTa, KOWTO CKPUBA BrpajJieHaTa uria mpeau, o BpeMe Ha U cliel] ynoTpeoa.
. MEXaHU3bM 32 ABTOMATHYHO HHKEKTHPAaHe, KOHTO ce 3aelCTBa, KOraTo Mpeaa3uTeniaT Ha uriara

0bJle IPUTHCHAT KbM KoXKaTa Bu, kakTo ca Bu mokasanu BammusT nexap uim MEAUIIMHCKA CECTpPa.
Koraro nnxexktupare go3aTta, B IPO30PUETO HA MHUCANIKATA III€ CE TOSIBU XKBJIT UHAUKaTOp. He moBauraiTe
MHACAJIKATA, MIPETU KBATUAT HHAUKATOP Ja € CIPSUT Ja Ce IBIKU. AKO TO HalpaBUTE, aBTOMATHIHOTO

WHXXCKTHUPAHC 1€ MTPOABJIKHU, HO € Bb3MOXKHO JIa HC IMOJTYUYUTC IIbJIHATA CHU O034.

[Ipenmasurensrt Ha Uriara Ie ce OJIOKHpa, KOraTo Mmucankara 0b/1e oTcTpaHeHa oT koxkaTa Bu. He moxere
Jla IPEKbCHETE MHXKEKLUATA U 14 51 JOBBPLIUTE I10-KbCHO.

Xopata, KOUTO ca CJICIH WA UMAT MPOOJIEMH ChC 3PSHUETO, He TPsIOBa J1a M3MOJI3BAT nucaikata Wegovy
0e3 momMoII OT JIHUIle, 00yUYeHO J1a U3oI3Ba Wegovy.

Bunaru ciaexaiite Te3u YKa3aHuA 3a HOTpCGI/ITCHH " BCUYKHU YKas3aHHUs, JaICHU OT Bamms JICKap UIIn
MEOWIMHCKaA CeCTpa.
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IIpean ynorpeda

Cpox Ha roJtHOCT

(na rpp0Oa)
IIpoBepere nanu He €
U3TEKbJ CPOKBT Ha
rojxHoct Ha Wegovy

Bunaru nposepsiBaiite
JlaJIi UMaTe IPaBUIIHOTO
JIEKapCTBO U
KOHLEHTpalus Ha J03aTa.
Bcesiko ot cnequure:

IIpo3opue Ha nucaakara
[Iposepere nanu Wegovy e
OHCTBp U OC3IBETCH.
Bb3aymHuTe Mexypuera ca
HOpMaJIHU. Te He BIUSAT
BBpXY Bamara no3a.

IIpenna3uren Ha
UrJjara

Hrnara e ckpura
BBTpE

Kanauka na
NUCAJIKATA
Otctpanere 5
HETOCPECTBEHO IIpeu
WH)XEKTHpaHe Ha
Wegovy

Tomen mo:/ XX/XXXX
Maptuna: AB1234

Wegovy

Ciaen ynorpeda

Wegovy

IIpo3opue Ha
NHCATKATA
IIposepere nanu
KBITUAT
UHJHUKATOP €
CIIpsII J1a ce
JBIDKH, 32 J1a CTe
CUT'YypHH, Y€ CTe
Oy YHIIH
TbJIHATa 032

IIpenna3zuren
Ha UrJIaTa
Buokupa ce
cren ynorpeda
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1. Iloarorsere ce 3a Bamara uHKeKkuus.
IIpoBepere Baiara nucanka Wegovy u
BHUMAaBAiTe Ja HE S M3MOJI3BATE, aKO:

1. CPOKBT Ha TOAHOCT € U3TCKBJI

2. W3MIIeKNIA, e ¢ Onia u3noja3BaHa Wiu
MOBPE/ICHA, HAIIP. aKO € OWJIa U3IyCKaHa UK
ChXpaHsABaHA HETIPABUITHO

3. JICKapPCTBOTO U3TJICKIA MBTHO.
I/136epeTe MACTOTO Ha HHIXXCKTHPAHC

H3bepere MsICTO HA MHXKEKTHPAHE B €JHA OT
o0iacTuTe Ha TAIOTO, OTOENA3aHH MO-O0TY.
Moxere ia n3bepete ropHaTa 4acT Ha phIieTe,
rOpHATa YacT Ha KpakaTa WM cToMaxa (masere
Pa3CTOSIHUE 5 Cm OT bIIa).

Bceska ceqmuiia MoxeTe 1a MHXXEKTHPATE B €1HA U
ChIna 00JACT OT TAJIOTO, HO Ce YBEpPETE, /1a He € B
ChINATa TOYKA KaTo MPEIXOIHUS IBT.

l'opna yvact
Ha pbLeTe

Cromax

I'opna vacr
Ha Kpakara
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2. OTcTpaHeTe Kanmavykara
Ha nmMucajJkara.
WsnppnaiiTe kanaukara Ha

MHcajaKaTa IpaBo HaBBH OT
Bamrara nucaika.

Wegovy



3. UnxkexTupaiite Wegovy.

Wuxexrupanero
OTHEMa OKOJIO

HpI/ITI/ICHCTe nucajakarTa IIJIbTHO KbM 5-10 ¢ CKYHIH

KoOJKaTa CH, JOKaTO XBJITUAT
WHIOUKATOP CIIp€ Aa CC ABUKU.

AKO XBITUAT UHIUKATOP HE 3aII0YHE [lpaksane 1
Ja C€ IBWXXHU, IPUTUCHETC IMMUCAJIKaTa
I10-CHJIHO KBbM KOXKaTa CH. HH)KGKTI/IpaHeTO
3aIro4Ba.
[pakBane 2

3anpbKTe 32 HIKOIKO
CEKYH[IH, T0KaTO
KBITUAT HHIUKATOP
CIIpe Ja ce IBUXKH.

Wegovy

KbATHAT HHAUKATOP
e CIIPsiI 1a ce ABMIKH.
HNuxexTHpaHETO €
3aBbPLIEHO.
IToBauruere 6aBHO
IIUCAJIKATA U 5
H3XBBpIIeTe OE30IacHO.

Kak n1a pabors 6e3onacHo ¢ MosiTa nucajaka?
3a nHpopMaIus OTHOCHO BamieTo nexapcTBo, MOJIsl, BIKTE JIpyraTa CTpaHa Ha Ta3u JINCTOBKA.

b IIucankara e 3a CAHOKPATHO MHKCKTHUPAHC Ha Wegovy noJ KoKara BEJHBX CCAMHUYHO U TpH6Ba Ja ce
H3I10JI3Ba CaMO OT €HO JIMIIC.

. BuHaru mpaBerte cripaBka ¢ yka3zaHHUATa OT J[pyrara cTpaHa Ha Ta3u JIMCTOBKA U TPAOBa J1a CTe
CUTYpHH, 9e Bammsr iexap wim MeInuIInHCKa cecTpa ca Bu mokaszanym Kak Ja W3Ioi3BaTe Te3n
MHACAJIKY.

. Bunaru cpxpansBaiite nucaikute Wegovy Ha MCTO, HEJIOCTBITHO 3a Jietia. ChIllo Taka ChXpaHsIBanlTe

KarmadkaTa Ha MycajKkaTa Jajied OT Jera, 3a 1a PEeIOTBPATUTE MOTIBIAHETO 1.

. PaboreTe BHUMATEIIHO € MTUCANIKATa CH U HE sl MOKPETEe C KaKbBTO U Jia € BUJI TeYHOCT. [ pyboTo
OopaBeHe WM HeTIpaBUIHA YIIoTpeda MoTaT Ja ToBeaaT 10 TOBa, Ye Barmara nmucamka Moxe n1a
WHXEKTHpPA IM0-MaJIKO OT IsJIa 1032 WK U300I110 Ja He MHIKEKTUPA J103a.
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. He cBansiiTe kanmaukara Ha Iucaikara, T0KaTo He ObJeTe TOTOBHU Ja WHXKeKTupaTe. Bamara nucanka
BEUe HSAMA Ja € CTePIIIHA, aKO ChXpaHsIBaTe HEM3IOI3BaHa MTHCAIKa Oe3 Karaykara, ako CBAIUTE
KallauyKaTa Ha IHUCAJIKaTa U S IOCTaBUTE OTHOBO, MJIM aKO KallauyKaTa Ha [UCaJIKaTa JIMIcBa. ToBa
MOJKe J1a oBe/e /10 WH(DEKIIS.

. bopnere BHUMaTEHN, KOTaTO OOpaBUTE ¢ MUCAIKATA IPeau ynoTpeda U He TOKOCBalTe UTJaTa WIH
npeanasuTens Ha uriara. CKpuTara uria MOXe Jia IPUYUHE HapaHsIBaHUS [TPH yOOKIaHe.

. Bcesika nmucanka cbibpika ellHa CeJIMUYHA J103a U He MOXKeE Ja Ce U3I0JI3Ba MOBTOPHO. V3XBEpIIeTe 5
cien ynorpeba.
Kak na cbxpaHsiBaM MOUTE HEeM3NOJI3BAHN MUACATKH?

3a nH(popMaIUsI OTHOCHO ChXPAaHEHHUETO BIKTE TOUKA 5 OT JIpyrara CTpaHa Ha Ta3u JINCTOBKA.

Kak na u3xBbpJiss MOUTE MUCATKH?
He u3xBpprsiiTe rekapcTBaTa B KaHAIM3aLMATa WM B KOHTEHEpPa 3a JoMallHu oTHaablu. [lonuTaiite

Bamms cpapMaueBT KakK [1a U3XBBPJIATE JICKAPCTBATA, KOUTO BEYC HC U3IIOJI3BATC. Te3nu MCPKHU 1IC CIIOMOTrHaT
3a OIla3BaHE Ha OKOJIHaTa cpeaa.
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JIucroBka: uH(popManud 32 NaHeHTa

Wegovy 0,25 mg FlexTouch un:keKIiuoHeH Pa3TBOP B NPEIBAPUTETHO HATbJIHEHA MUCATKA
Wegovy 0,5 mg FlexTouch nakeknoHeH pa3TBoOp B NPeIBAPUTEIHO HAITbJIHEHA MHCATKA
Wegovy 1 mg FlexTouch nnkeknnoneH pa3TBop B nNpeIBapUTETHO HATbJIHEHA MUCATKA
Wegovy 1,7 mg FlexTouch uHkeknuuoHeH pa3TBop B NpeIBAPUTETHO HANbJIHEHA MU CAJIKA
Wegovy 2,4 mg FlexTouch nH:keKIHOHEH pa3TBOP B NpeIBAPUTETHO HANTbJHEHA MU CAJIKA
cemarnyTua (semaglutide)

vTosn JICKApCTBEH MPOJYKT MOJIKH Ha JOMBIHUTEIHO HabmoqeHne. ToBa 1e mo3Boiu 6bp30TO
yCTaHOBsIBaHE HA HOBa MH(pOPMAIUs OTHOCHO Oe3omacHocTTa. Moxere Jia iafieTe CBOsI IPHHOC KaTo
ChOOIIUTE BCSKA HEXKENaHa PEakiiysi, KOsITO CTe MOydH/In. 3a HAaYMHa Ha ChOOI[aBaHe HAa HEKEIaH!
PCaKIIMU BIXKTE Kpas Ha TOUKa 4.

ITpoyeTeTe BHUMATEIHO HSJIATA JIMCTOBKA, MPeIN 1A 3aM0YHeTe 1a U3M0J3BaTe TOBA J1eKAPCTBO, Thil

KAaTo THA ChAbP:Ka Ba:xkHa 3a Bac nundopmanus.

- 3anaszere Ta3u JUCTOBKA. MOXe /1a ce HAIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO MaTe HAKAKBU JOITBIHUTEIHNA BRIIPOCH, TTOTIHTalTe Bamms nekap, papManeBT WA MEIUITTHCKA
cecTpa.

- ToBa nekapcTBO € mpeanucano Tu4Ho Ha Bac. He ro mpeoTcrenBaiiTe Ha apyru xopa. To Moxe na uM
HaBpeIH, He3aBUCUMO Ue TIPU3HAIIMTE Ha TSIXHOTO 3a00IsIBaHe ca ChIMUTE KaTo Bammmre.

- AKO HOHy‘II/ITe HSIKAKBH HCXCIIaHU peaKHI/II/I, YBC):[OMGTC Baums{ neKap, (bapMaueBT I MCIUIIMHCKA
CeCTpa. TOBa BKJIFOUBA 1 BCUYKHU BBb3MOKXHHU HCKCIIaHU peaKHI/II/I, HCOIIMCAHU B Ta3U JIMCTOBKaA. BI/I)KTG
Touka 4.

Kakso CbABbpPiKa Ta3u JJUCTOBKaA

1. Kakso npencrasnsBa Wegovy 1 3a KaKBO ce€ H3I10J13Ba

2. KaxBo Tps6Ba ma 3HaeTe, mpeau aa u3noispare Wegovy

3. Kak na usnonzsare Wegovy

4. BB3MOKHM HEXXENIaHU PeaKIuu

5. Kak na cexpansBate Wegovy

6. CpapprkaHre Ha OMAKOBKAaTa U JOMBJIHUTETHA HH(OpMaLUs
1. Kaxkso npeacrasiisiBa Wegovy U 3a KaKBO ce U3M0JI3Ba

KakBo npeacrasiasa Wegovy

Wegovy e iekapcTBO 32 HaMaJIsIBaHE M MOJABbPKAHE HA TETJIOTO, KOETO ChABPKA AKTUBHOTO BEILIECTBO
cemarayTua. To e mogoOHO Ha eCTECTBEHHS XOPMOH, HapeueH rirokaroH-nmogooen nentua-1 (GLP-1), xoitto
ce OTJIelisl OT uepBaTa ciell XxpaHeHe. Toii AelicTBa upe3 MOBJIUSIBAHE HA MUIIECHH (PELEeNnTOpH) B MO3bKa,
KOMTO KOHTpOJMpar anerura Bu, kato Bu xapa na ce uyBcTBaTe 10-CUTH M IO-MaJIKO IJIaHU U A2
M3IIMTBATE MMO-MAaJIKO HEMPEOAO0INMO JKeJTaHne 3a XpaHa. Toa e Bu momorae fa saaeTe mo-Majiko XpaHa u
Jla HaMaJIMTe TeJIECHOTO CU Terjio. Wegovy ChII0 MOKE J1a TOMOTHE 3a MPEA0TBPATABAHE HAa ChP/ICYHO
3aboJsIBaHe.

3a kakBo ce u3noJ3Ba Wegovy

Wegovy ce n3non3Ba 3aeHo C [ueTa U (u3ndecka akTHBHOCT 32 HAMAJISIBAHE HA TETJIOTO U 3a MOAIOMaraHe

MOJTbPYKAHETO HA TETJIOTO MOJ KOHTPOJ. Toii ce M3Moi3Ba Npu BH3PACTHU, KOUTO UMAT

. UTM 30 kg/m? unu nosede (3aTIbCTABAHE) HIN

. UTM nore 27 kg/m?, Ho mo-manko ot 30 kg/m? (HaJHOPMEHO Tero), KOUTO UMAT 3PaBOCIOBHH
Mpo0OJIeMH, CBBP3aHH € TeTI0TOo (KaTo quadeT, BHCOKO KPBBHO HaJsTaHe, HUBA HA Ma3HUHUTE B
KpBBTa, KOUTO Ca U3BBH HOpMaTa, MPoOJIeMH C TUITAHETO MO BpEME Ha ChH, KOETO CE Hapu4a
,,OOCTPYKTHUBHA ChHHA aIllHEes™, MM ¢a UMAJI HSIKOTa HH(APKT, HHCYJIT WIK TPOOIEeMHU C
KPBHBOHOCHHTE CHJIOBE).

WNTM (unzpexc Ha TemecHa Maca) € MspKa 3a Bamrero terno cnpsmo Bamus pber.
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Wegovy ce u3mnosn3Ba 3aeHo ¢ aueTa U (u3ndecka akTHBHOCT 32 KOHTPOJIMPAHE HA TETJIOTO MPH IOHOIIY Ha
u Hax 12-ronuniHa Bh3pacT, KOUTO UMaT

. 3aTIbCTIBAHE U

. TenecHo Termo >60 Kg.

Karo roHomIa TpsiOBa fa mpoapinkuTe Aa usnomssare Wegovy, camo ako cre Hamanunu Bamms UTM ¢ none
5% caen 12 cemmury Ha 103a 2,4 MQ Wik Ha MaKCIMaJTHaTa MMOHOCKMa 1032 (BHXKTE TOUKa 3).
Koncynrupaiite ce ¢ Bamusg nekap, npeay 1a npoabIxKUTE.

2. KaxBo TpsoBa 1a 3HaeTe, mpeau Aa u3noJsBaTte Wegovy
He u3nonseaiite Wegovy
. aKo CT€ AIEPTUYHH KbM CEMariIyTH/I WIH KbM HSIKOS OT OCTaHAJINTE ChCTaBKH Ha TOBA JIEKAPCTBO

(u30poenu B TouKa 6).

IpexynpexaeHus ¥ MpeanasHu MEpPKU
T'oBopere ¢ Bamus niekap, papmaiieBT nim MEAMIIMHCKA CECTPa, IPEIH Ja usnoyizpare Wegovy.

Ynorpebara Ha Wegovy He ce pernopbiBa, ako:

. M3II0JI3BATE JAPYTH NPOAYKTH 3a HAMAJIsIBAaHE Ha TETJIOTO,

. umMare nuaber tvm 1,

. uMare CUJIHO HamalleHa ObOpedHa QpyHKIHs,

. “MaTre CHITHO HaMaJieHa YepHOoIpoOHa (QyHKITHSA,

. MMaTe TeXKa CTEIEH Ha Chp/eUHa HeIOCTaThUHOCT,

. uMaTe 3a00IIIBaHe Ha OYUTE, CBHP3aHO C AuadeTa (PETUHOMATHS).

Mma manbk onut ¢ Wegovy Iipu alMeHTH:

. Ha 85 1 moBeue roAuHH,
. ¢ yepHOaPOOHM MpobdiemH,
. ChC CEpUO3EH MPOOJIEM Ha CTOMAaxXa WM YepBaTa, KOMTO BOJIU JI0 3a0aBCHO M3IIPa3BaHE HA CTOMAaxa

(HapedeHo racTpornapesa), WM ako UMaTe Bb3MaJUTEIHO 3a00/IBaHe Ha yepBara.
Mounsi, KoHCYATHpAiiTe ce ¢ Bamms nexap, ako €1HO OT TOpHHUTE TBBP/ACHHS ce OTHacs 3a Bac.

Ako 3HaeTe, ue Bu npencton onepanus, Mpu KOTO 1ie ObJeTe Mo aHecTe3usl (B CIIAIIO ChCTOSHHE), TPIOBa
Jla kaxeTe Ha Bammus nekap, ge cre Ha jieueHue ¢ Wegovy.

. Hexunparauus
[To Bpeme Ha seueHnero ¢ Wegovy MOXKE 1a UMaTe TaIcHE, OBPBIIAHE WK IUapUs. 1€3U HeXenaHu
peaxIuy MoTart Ja A0BeaaT 10 AexuapaTanus (3aryda Ha TedHocTH). BakHO € 1a muere JocTaTbyHO
KOJIMYECTBO TEUHOCTH, 3a JIa PEJAOTBPAaTUTE AeXuaparaiusata. Topa € 0cOOCHO BaKHO, aKO UMAaTe
npobiiemu ¢ Op0penute. ['oBopere ¢ Baius sekap, ako umaTe HIKaKBH BBIIPOCH HIIH TIPUTECHEHUSI.

. Bb3nanenune Ha nankpeaca
AKO uMare CUJIHA U POJIbIDKUTEHA 00JIKa B 00JIacTTa Ha cTOMaxa (BHKTe Touka 4), He3a0aBHO
MOTHPCETE JIEKAp, Thil KaTO Tl MOXKE Ja € PU3HAK Ha Bh3MAJIICHUE HA TTaHKpeaca (OCThp MaHKPEaTHT).

. Xopa ¢ guader Tun 2
Wegovy He MOXKe J1a ce U3II0JI3Ba KaTo 3aMecTuTelN Ha uHCynuH. He nsnonssaiite Wegovy B
KOMOMHAIUS C IPYTH JIEKapcTBa, KOUTO chabpkar GLP-1 penentopHn aroHuCTH (KaTo JIMpariyTus,
JyJariTy TAJ, eK3eHATH] WJIH JINKCU3EHATH]).

. Hucka kpbBHa 3axap (XUIOTTTHUKEMHUS)
KomOunupanero Ha Cya(pOHMITYypeHN IPON3BOIHH WM HHCYJIUH C TOBA JIEKAPCTBO MOXKE 13 YBEIHUH
pHUCKa OT IOHM)KaBaHE Ha HUBATa Ha KpbBHATA 3axap (XUMOTIMKeMHs ). Mouist, BUXKTe Touka 4 OTHOCHO
MpeIynpeAUTEIHUTE IPU3HAIY 332 HUCKY HUBA Ha KpbBHATa 3axap. Bammsr nexap moxe na Bu
Ha3Ha4yW U3Clie/IBaHE HA HUBaTa Ha KpbhbBHaTa Bu 3axap. ToBa 1ie moMorde Ha Bamusr nekap na
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omnpeacin qaj n03ara Ha CYJ'I(I)OHI/IJ'IprI\/'IHOTO MMPOU3BOAHO WJIN UHCYJIMHA Tpi[6Ba Ja c€ IpOMECHHU, 3a
Ja C€ IOHWKU PUCKBT OT HUCKA KPBbBHA 3axap.

. 3a0o/siBaHe HA OYUTE BCJeACTBHE HA TUa0eT (PeTHHONATHS)
Ako umare 3a00JsiBaHE Ha OYUTE BCIIEACTBHE Ha MUabeT M M3MOI3BaTe HHCYIINH, TOBA JISKAPCTBO
MOJKe J1a IOBE/Ie /IO BIIoNIaBaHe Ha BareTo 3peHne u Moxke Jja ce HaJlOKH JiedeHne. bbp30To
noroOpsiBaHe Ha KOHTPOJIa Ha KphBHATA 3aXap MOXKE Jia IOBE/Ie IO BPEMEHHO BIIOIIABaHE Ha
3a00JIIBaHETO Ha 04YnTe. AKO MMaTe 3a00JIIBaHE HA OUMTE BCJICJCTBHUE HA JUA0CT U UMATe IPOOIeMH
C OYHTe, JOKATO MpHEeMaTe TOBa JIEKapCTBO, ToBopeTe ¢ Barmmst nexap.

Jlena v roHOIIM
bezonacHoctTa 1 ehukacHocTTa Ha Wegovy mipu fera moj 12-roauiiHa Be3pacT He ca MPOyYeHH U He ce
MperopbyuBa yrmorpedaTa My B Ta3H MOITYJIAITH.

JApyru nekapcrBa u Wegovy
Tps6Ba na kaxere Ha Bamus nekap, GpapmaieBT i MeIUIMHCKA CECTPa, aKO IIpHeMaTe, HaCKOpO CTe
MIpHEMaT WK € B3MOXKHO J1a IpUeMarte APYTH JIEKapCTBa.

[o-crrermanuo TpsOBa na kakere Ha Bammis nekap, hapmaneBT WM MEAUIIMHCKA CECTPa, aKO M3MOI3BaTe

JIEKapCTBa, ChABPIKAIIU CIECAHNUTE:

. Bapdapun i npyru mogoOHU JeKapcTBa, IpUEeMaHH [Ipe3 ycTaTa, 3a HaMallsiBaHe Ha ChbCHPBAHETO
Ha KpbBTa (TIepopallHu aHTUKoarynanTH). Korato 3amo4Here ieueHre Harp. ¢ BappapuH wWiu
moT0OHM JIEKapCTBa, MOKE J1a C€ HAJIOKHU YECTO M3CJe/IBaHe Ha KPBHBTA, 32 Ja CE OTPEeiH
crocobHOCTTa Ha KphBTa Bu n1a ce cheupsa.

bpemenHocT U KbpMeHe

ToBa nexapcTBO HE TPsAOBA /1a ce M3MOI3Ba 10 BpeMe Ha OPEeMEHHOCT, 3alll0TO HE € U3BECTHO JTAIA MOXKeE /1a
3acerHe JeTeTo, Mpeau J1a ce poau. 3aToBa € MPENOPbYUTETHO Aa U3M0JI3BaTe KOHTPALEHIHs, JOKATO
M3IIONI3BATE TOBA JIEKApCTBO. AKO JKeJaeTe Jaa 3ad0peMeHeeTe, TpsaOBa a crupere yrnorpedara Ha ToBa
JIEKapCTBO TOHE J[Ba MECela MpeIBapuTeIHo. AKo 3a0peMeHeeTe, OpeMeHHa CTe, CMATaTe, Ye MOXKe Ja CTe
OpeMeHHa, WK TaHupare OpeMeHHOCT, IOKaTo U3IMO0JI3BaTe TOBA JIEKaPCTBO, TOBOpeTe He3abaBHO ¢ Bamms
JIeKap, Thii KaTo JedeHueTo Bu 1mie TpsoBa na Ob1e cripsHo.

He n3non3Baiite ToBa JICKaApCTBO, aKO KbPMHUTE, THH KaToO HE € U3BECTHO Jajii TO Ip€MHUHaBa B KbpMara.

Iodupane n padora ¢ MAIIUHU

Mainko BeposaTHo € Wegovy Ila IOBIIHsE BbPXY crtocoOHocTTa BU 3a modupane u padora ¢ mamman. Haxon
MAIMEHTH MOTaT Jia c€ MMOYYBCTBAT 3aMasHU, KOraTo npueMat Wegovy, rI1aBHO Npe3 MbpBUTE 4 Mecela ot
JICYCHUETO (BIDKTE TOUKA 4). AKO UyBCTBaTe 3aMaliBaHe, Ob/IeTe M3KIFOYUTEITHO BHUMATETHH 110 BpEMe Ha
modupane wn padora ¢ mamuan. AKo Bu e HeoOxoamma AombIHUTeNTHA HHPOpManys, ToBopeTe ¢ Barmms
nekap, papMaieBT WM METUIIMHCKA CeCTpa.

Xopa ¢ ouabem mun 2

AKO M3M0JI13BaTe TOBA JIEKAPCTBO B KOMOHMHAINS ChC CyN(OHUIYPEHHN TPOU3BOIHN WIIM MHCYJIMH, KpbBHATA
Bu 3axap Moke Jja cTaHe MHOTO HUCKa (XHITOTJIMKEMHUsI), KOETO J1a oTciiabu ciocodHocrTa Bu 1a ce
KOHLEeHTpHUpaTe. M30sarsaiite modupaneTo i padboTara ¢ MalIMHH, aKO MOJIYYUTE KAKBUTO U /12 €
MpHU3HAIK Ha HACKA KPBbBHA 3axap. BmxTe Touka 2, , IIpenynpexaenns n npeamnasHil MEpKu* 3a
UHQOpMAaIHsi OTHOCHO MOBUIICHHS PUCK OT CIa] Ha HUBOTO Ha KpbBHATa 3aXap, KakTo ¥ Touka 4 3a
MpeayNpeIUTEHUTE IPU3HAILM Ha HUCKA KPbBHA 3axap. ['oBopeTe ¢ jiekaps cu 3a JONbJIHUTENHA
WHpOpMAIIHSL.

Wegovy cbabpka HaTpHil

ToBa nexapcTBO Chabpika Mo-Manko oT 1 mmol Hatpuii (23 mg) Ha 1034, T.€. MOXKE /1a ce Kaxe, ue
IIPAaKTUYECKU HE ChIbPrKa HATPUH.
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3. Kaxk 1a usnoszBare Wegovy

Bunaru n3nomn3Baiite ToBa JIEKapCTBO TOYHO KakTo Bu e kazan Bammsr nexap. Ako HE cTe CUTYPHH B HEIIIO,
nonuraiite Bamus nekap, GpapmaineBT win MEAUIIMHCKA CECTpa.

Kojaxo na n3nossBare

Bwvspacmuu

IIpenopruntennara g03a € 2,4 mg BeIHBXK CEAMUYIHO.

Bamrero sreuenue 1mie 3amovyHe ¢ HACKA /1033, KOSATO MOCTENEHHO e CE YBeInYaBa B IPOIbJDKEHUE Ha
16 ceqMuIM HA JIEUEHUE.

. Koraro 3anounere na usnonspare Wegovy 3a mbpBU IIbT, HauaHaTa j103a ¢ 0,25 mg BeqHbK
CEJIMUYHO.

. Bammsr nexap e Bu nHCTpYKTHpa IOCTENEHHO /12 YBETUYaBaTe /103aTa CH Ha BCEKH 4 CEIMUIIH,
JIOKaTO TOCTUTHETE MPEenopbhuUnTeaHaTa 103a 2,4 mg BeIHBXK CEIMUYIHO.

. Crnien KaTo TOCTUTHETE MPENOPBhUMTEIIHATA /1032 2,4 Mg, HE yBEIMYaBaiTe OBEeYE Ta3H J03a.

. AKO MHOTO TPYAHO TIOHACSTE TaJIEHETO WIIM TIOBPBIIIAHETO, TOBOpeTe ¢ Bamms jnekap 3a oTjaraHe Ha

IMMOBUIIABAHCTO HA J03aTa WM 3a HaMaJIsIBaHE 10 IIp€auiIHaTa J03a 10 HOJIO6p$IBaHe Ha CUMIITOMHTCE.

O6ukHOBeHO 1e Bu O0Bb¢ Ka3aHOo na ciaeaBaTe TadiuIara mo-mo.y.

VYBenuyaBaHe Ha

CenmuuHa 103a
o3ara
Cenmunu 1-4 0,25 mg
Cenmurm 5-8 0,5 mg
Cenmunm 9-12 1mg
Cenmunu 13-16 1,7mg
Ot ceamuna 17 2,4 mg

Bammsr nexap e orieHsBa peIoBHO JiedeHNueTo Bu.

FOnowu (nao 12-2o00uwna 6vs3pacm)

[Tpu roHoOIIM TPsIOBa Ja ce MpuIIara chillata cCXxeMa Ha yBeJIMYaBaHe Ha J103aTa, KAKTO IPU Bh3PacTHU (BHIKTE
no-rope). JlozaTta Tps0Ba Ja ce yBenu4apa J0 AOCTHraHe Ha 2,4 mg (moiIbpikalia J103a) Wik MakCUMaTHaTa
MOHOCHMa JI034.

Kak ce npusnara Wegovy
Wegovy ce npuiara upe3 HHKEKIUs 0] KoxkaTa (TI0JIKOKHO HHXKEeKTHpaHe). He nHkeKkTupalTe BbB BEeHa
WIIA MYCKYJL.

. Haii-monxomsamuTe MecTa 3a MH)KEKTUPAHE ca MPeIHaTa CTpaHa Ha TOpHATa JacT Ha pbhKaTa, TopHaTa
4acT Ha Kpakara Win o0J1acTTa Ha KopeMa.
. [Ipenu na u3nmon3Bare mucaikaTa 3a ITbPBU BT, BamusT nekap, GapManeBT win MEAUIIMHCKA CecTpa

nre Bu nmokaxke Kak Jia s U3MoJ3Bare.
IMoapoOHu yka3zaHus 3a TOBA Kak Jla U3MOJ3BATE MUCAKaTa ca JaIcHH Ha IpyraTa CTpaHa Ha Ta3u JIUCTOBKA.
Xopa ¢ quader TUn 2
Kaxere Ha Bamust nexap, ako umate nuader tum 2. BamusT nekap Moxe Ja Kopurupa jo3ara Ha

nekapcTBata Bu 3a muader, 3a 1a mpenoTBpaTH KpbBHATa Bu 3axap 1a He criagHe TBBhpIe HUCKO.

Kora na uznoazBare Wegovy

. TpsOBa ia u3on3Bare TOBA JEKAPCTBO BEIHBK CEAMUYHO U 110 BH3MOXKHOCT B €JIMH U CBHIII JCH BCAKA
ceaMHUILA.
. Mosxe 1a Cu HalpaBUTE HHXKEKIIHS 110 BCIKO BpeMe Ha JCHsI, He3aBUCUMO OT XpaHEHUSTA.

IIpu HEOOXOIUMOCT MOKETE J1a MPOMEHHTE JICHS Ha €KeCeIMUIHOTO HH)KCKTHPAHE Ha TOBA JIEKApCTBO,
CTHUTA JIa ca I3MUHAJIM TIOHEe 3 THU CJIeN MTOCIICTHOTO My HHKeKTrpane. Cinen n30upaHeTo Ha HOB JIeH 3a
Mpujarade, OpoIbKETe 1a MHXXEKTUPAHE BEAHBX CEAMUYHO.
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AKO cTe H310J13BAJIM II0OBeYe 0T HeoOxoaumara a03a Wegovy
Bennara ungopmupaiite Bammus nekap. Bp3M0oXHO € 1a OTy4YnTe HEXXETaH! peakiiy KaTo rajieHe,
NOBPBLIAHE WM JHAPHS, KOUTO MOTaT Ja MPUUUHIT AeXuapaTanus (3aryda Ha TEeIHOCTH).

AKo cTe mpomycHaJ/m aa usnojazpare Wegovy

AKO cTe TIpOoITyCHAIH J]a MHXKEKTUPATE 71032 U:

. ca M3MHUHAIY 5 WIK T0-MaJIKO JHU CJIe]] MOMEHTA, B KOMTO ¢ TpsOBaso Ja usnonssare Wegovy,
WHXXEKTHUpaTe ro BeAHara oM cu cnomuure. Ciiel] TOBa HHKEKTUpPANTE Cclie/IBalaTa CH 1033, KaKTO
OOMKHOBEHO B IJIaHUpaHusd JICH.

. ca U3MHUHAJIY TIOBEYE OT 5 JIHU Clie]l MOMEHTA, B KOWTO € TpOBaso jaa usnoiisBare Wegovy,
mpeckoveTe mpomnycHaTara fo03a. Ciell ToBa MH)XEKTHpaKTe ciie[BaliaTa Cu 032, KAKTO OOMKHOBEHO B
cienBallys JIaHUPAH JEH.

He u3nonzpaiite nBOMHA 1032, 3a 1a KOMIIEHCHpATE MPOITyCcHATa J03a.

AKko cTe cipesnu ynorpedata Ha Wegovy
He cnupaiite ynorpebaTa Ha TOBa JiekapcTBO, 0€3 1a cTe nHhopmupanu Bamus nekap.

AKO mMare HSKaKBH JOITBIHATEIHNA BBIPOCH, CBBP3aHHU C yIoTpedaTa Ha TOBA JIEKApCTBO, MOIMUTANTE
Bamms nekap, ¢papManeBT WIH MEAUIUHCKA CECTPA.

4, Bb3MokHM HeKeTaHU peakIun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOKE [1a NPCAU3BUKA HCIKCIIAHNU PCAKINU, BBIIPCKH Y€ HEC BCCKU
TU 1IoJry4aBa.

Cepn03lm HEKEJIAaHU peaKIuU

Yectu (Morat na 3acernat o 1 Ha 10 mymm)

. VYcnoxHeHus Ha 3a00JIIBaHETO HAa OYUTE BCIICACTBUE Ha quadeTa (nquadeTHa peTHHONATHs). AKO
umate quadert, TpsOBa na uHGopMupare Bammwst nexap npu HaTMYue Ha IPOOJIEMH C OUUTE 10 BpeMe
Ha JIEYCHHETO C TOBA JIEKAPCTBO, KaTO HAIIPUMEP aKO MMaTe MPOMEHH B 3pEHHUETO.

Heuectu (Morart na 3acernart no 1 na 100 gymm)

. Br3nanenue Ha naHkpeaca (ocThp naHkpeatut). IIpu3HanuTe Ha Bp3NIaJIeHUE Ha [TaHKpeaca Morar aa
BKJTFOYBAT TEXKa M MPOIBIDKUTETHA 00JIKa B cTOMaxa, 00JIkaTta MOXe Jla ce MMPeMecTH KbM Ir'bpOa Bu.
Tpsi6Ba na otunere Ha ekap He3a0aBHO, aKO MOJIyYUTE TAKHBA CUMIITOMH.

Penxu (Morat na 3acersat g0 1 Ha 1 000 mymmm)

. Texku ajgepruyHu peakiuu (aHapUIAKTUYHH peakiuu, anruoenem). Heo0xoaumo ¢ He3abaBHO Ja
MOTHPCUTE METUITUHCKA TIOMOII M BeJ{Hara Jia UHPOPMUpATE JISKaps CH, aKO MOJIyYUTE CUMIITOMHU
KaTo 3aTPyTHEHO JUIlaHe, OTOK, 3aMaiiBaHe, yUeCcTeH MyJIC, U3MOTABAHE U 3aryba Ha Ch3HAHUE WU
0BP30 MOAyBaHE MO KOXaTa B 00/1aCTH KaTO JIMIIETO, IbPJIOTO, PBIIETE U KpaKaTa, KOETO MOXE Jia €
JKUBOTO3aCTpaIlaBailo, ako MO yBaHETO HA I'bPJIOTO OJIOKMpPA TUXATSIHUTE MHTHUIIA.

C Hen3BecTHA YecTOTa (OT HATMYHUTE JTAaHHU HE MOXE J1a Ob/Ie HallpaBeHa OICHKA)
. 3amymiBaHe Ha yepBara. Texka opma Ha 3aleK ¢ JOIMBIHUTESITHU CUMIITOMU KaTO CTOMAIITHA 00JIKa,
MOoJyBaHE HA KOpeMa, MOBPbBILAHE U T.H.

leyrn HEKEJIAaHU peaKIuu

MmHoro 4ectu (Morar ga 3acersar noseue ot 1 Ha 10 gymm)

. riaBo0oJIe
. rajeHe
. MOBPBIIIaHE
. JIuapus
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. 3ameK
. cToMaIllHa 0ojKa

. YyBCTBO Ha C1a00CT WK yMopa

— Te ce HaOJII0IaBaT TJIaBHO IO BpEME Ha TIOBUINIABAHETO HA JI03aTa U OOMKHOBEHO M3YE€3BaT C TCUCHHE HA
BPEMETO.

Yectu (Morat na 3acernat 1o 1 Ha 10 mymm)

. 3aMaiiBaHe

. PasCcTpOeH CTOMax WJIH JIOLIO XPAaHOCMHUJIAHE

. OpUTBaHe

. ra3oBe

. NOJyBaHe Ha CTOMaxa

. BB3MAJICHUE HAa CTOMaxa (racTpuT) - IPU3HALIUTE BKIIOYBAT OOJIKa B CTOMAaxa, IraJieHe WM [IOBPbILaHe
. pedyKe WM KUCEINHU — HapHya ce olle racTpoe3odareanta pedaykcHa 6oaect
. KaMbHH B JKJIbYKaTa

. Koconaz

. peaKIyy Ha MSICTOTO HA HHXEKTHPaHE

. MpOMsIHA BBB BKyCa Ha XpaHaTa Wik HAIIUTKUTE

. IPOMSIHA B YCEIIaHETO Ha KOXKaTa

. HUCKa KPBBHA 3aXap (XUIMOTIMKEMHs1) IPH NAUEHTH C JHa0eT THIT 2.

[IpenynpeaurenHuTe nprU3HaLU 32 HUCKAa KPBBHA 3aXap MOraT Ja ce MOosABAT BHe3aIHo. Te Morar na
BKJIIOUBAT: CTyJI€HA IIOT, XJIaaHa Onena Koxa, r1aBo0oJIe, YCKOPEH ITyJIC, TaZieHe WM CHJIEH IJ1afl, IPOMEHH!
B 3pEHHUETO, CHHIIMBOCT WJIH CI1a00CT; HEPBHOCT, TPEBOKHOCT UIIM 0OBPKAHOCT, 3aTPyIHEHA KOHIIEHTPAITH
WM TpETIEpeHe.

Bammusr nekap me Bu kake kak a JeKyBaTe HUCKaTa KpbBHA 3axXap M KaKkBO Jla HAIPABUTE, aKO 3a0€JIeKHUTe
TE€3W MPeayNPEAUTEHN TPU3HALH.

BeposiTHOCTTa 112 cllajiHe HUBOTO Ha KPhBHATA 3aXap € Mo-rojisiMa, ako preMaTe CyAQOHUITypeHHN
MIPOM3BOAHN WA MHCYJIMH. Bamusr nekap Moske 1a Hamalli 1o3aTa Ha Te3H JIEKapCcTBa, IPEH 1a 3all0YHETe
Jla U3I10JI13BaTe TOBA JIEKAPCTBO.

Heuectn (Morar ga 3acernar qo 1 va 100 gymim)

. HHUCKO KPBBHO HaJlsiTaHe

. BHEHE Ha CBAT WJIM 3aMaiiBaHe IIPH U3MPaBSHE WU CSIaHe OT JIETHAJIO MOJIOKEHHE MOPaaH PSI3KO
MOHWKaBaHe Ha KPbBHOTO HaJATaHe

. YCKOPEH IIyJIC

. MOBHIIIEHNE HAa TAHKPEATHIHNUTE €H3UMH (KaTO JIMIa3a U aMIiia3a) B KPbBHUTE U3CIICABAHNS

. 3a0aBsiHE B M3IIPAa3BaHETO HA CTOMAXxa.

Cpbo01aBaHe Ha HesKeJIAHU PeaKunu

AKO TIOJTy4YHTe HIKAKBH HEXEJIaHU JICKAPCTBEHU Peakiliu, yBeJoMeTe Baius ekap, GpapmarieBT wiu
MeIHIIMHCKA cecTpa. ToBa BKIIFOUBA BCUYKH Bb3MOKHH HEOIIMCAHU B Ta3H JIMCTOBKA HEXKETAHU PEaKIINH.
MoskeTe CBIIO 1a ChOOIINTE HEeXENaH! peakllni TMPEKTHO Ype3 HalMOHATHATa CHCTeMa 33 ChOOIIaBaHe,
mocoueHa B [Ipmioxenne V. Kato croliaBate HeXXeaHU PEAKIIUU, MOXKETE 1a JAJCTE CBOS MIPUHOC 3a
MoJTyYyaBaHe Ha MOBeUYe MH(POPMAIIHI OTHOCHO 0€30MaCHOCTTa Ha TOBA JICKapCTBO.

5. Kak na coxpansiBate Wegovy

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIA.

He n3non3Baiite ToBa JICKApCTBO CJI€a CpOKa Ha TOAHOCT, 0oTOEIsA3aH BBpPXY €THUKETA Ha IMMUcajikaTa u
KapTOHCHATa OIIaKOBKa CJIC ,,FO,I[eH no:”. CpOK’LT Ha rOJAHOCT OTTOBaps HAa NOCICAHUA ACH OT IOCOYCHUSA
MECCC1I.

IIpeau orBapsiHe
Ja ce cpxpanssa B xnaamnHuk (2°C — 8°C). la He ce 3ampassBa. Jla ce chXpaHsBa jained OT OXJIKAAIUSI
€JIEMEHT.
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Ilo Bpeme Ha ynorpeda

. Moske n1a M3MoI3BaTe mucankaTa 6 CeMUITI, aKo ¢€ ChXpaHsaBa mmpu Temmeparypa mnoj ot 30°C wim
B xyanunHuk (2°C — 8°C) ganmey oT oxnaxknamnius eixeMent. He 3ampazsaBaiite Wegovy u He TO
M3IIONI3BaiTe, aKo € OWIT 3aMpa3sBaH.

. Koraro He usnon3Bare nucankara, He CBAISITE Karmavkara Ha MMHCcajikaTa, 3a Ja ce IMpenasi OT
CBETJINHA.

He n3non3Baiite ToBa JIEKapCTBO, aKO 3a0€IEIKNUTE, Y€ PA3TBOPHT HE € OMCTHP U OC3IBETEH.

He u3xBpprsiite nekapcTBaTa B KaHAIM3aLMATa WM B KOHTEMHEPa 3a JoMallHU oTHnaablu. IlonuTaiite
Bamus papMmanieBT kak 1a U3XBBPIATE J€KapCcTBaTa, KOUTO Bede He U3Moi3Bare. Te3n MEepKH Iie ClIOMOTHAT
3a ora3BaHe Ha OKOJIHaTa cpeja.

6. Cbabp:xaHue HA ONAKOBKATA M TONBJIHUTEIHA HH(OpMaIUs

KakBo chabp:xa Wegovy
- AXTHUBHOTO BEIIECTBO € CEMAarTyTU/I.
Wegovy 0,25 mg FlexTouch nmxexkunones pasrsop
Besika npeiBapuTeHO HalTbJIHEHA HCaNKa chabpka 1 mg cemarmytua B 1,5 ml (0,68 mg/ml).

Wegovy 0,5 mg FlexTouch mHXeKIIHOHEH pa3TBOp
1,5 ml: Besika mpeBapuTeTHO HATBJIHEHA TIHCANKA Chbpika 2 mg cemarmytu B 1,5 ml (1,34 mg/ml).
3 ml: Besika mpeiBapuTeNIHO HAMBJIHEHA MHCANKA Chabpxa 2 mg cemarnytua B 3 ml (0,68 mg/ml).

Wegovy 1 mg FlexTouch urxekiuoHneH pa3rBop
Besika npeiBapuTeHO HaITbJIHEHA NHCANKa Chabpka 4 mg cemarmytun B 3 ml (1,34 mg/ml).

Wegovy 1,7 mg FlexTouch nHxeKIMoHEeH pa3TBOp
Bcsika npeiBapuTeHO HaITbJIHEHA MHCANIKA Chabpika 6,8 mg cemarnytun B 3 ml (2,27 mg/ml).

Wegovy 2.4 mg FlexTouch nHXeKIMOHEeH pa3TBOp
Bcesika nmpeiBapuTENIHO HAITBJIHEHA MTHCAIKa Chabpxka 9,6 mg cemaraytua B 3 ml (3,2 mg/ml).

- Jlpyrute ChCTaBKHU ca TUHATPHEB GocdaT TUXUIPAT, TPONIIICHTITUKOI, (HEHOII, XIIOPOBOAOPOIHA
KHCEITMHa/HATpUeB XUIIPOKCH (3a Kopekius Ha pH), Boja 3a uHkeKun. BrkTe chIo Touka
2 ,,Wegovy cbabprka HaTpUi 38 HHPOPMAIHsI OTHOCHO HATPHI.

Kak usraexna Wegovy n KakBo CbbpiKa ONIAKOBKATA
Wegovy e OucThbp 1 0e31BETEH MHKEKIIMOHEH Pa3TBOP B MPEABAPUTEIHO HAITBITHEHA MTUCAJIKA.

Bcsika nmpeaBapuTeIHO HaTbJIHEHA TTUCAIKa ChbpxKa 4 103H1.

Weqgovy 0,25:0,5:1 u 1,7 mg FlexTouch unxkekrmoHeH pa3TBOp ce Ipeiara B CIeHATa ONAKOBKA!
1 mpenBapUTEITHO HAITBIIHEHA TIHCANKA U 4 UMK 3a eqHOKpaTHA ynoTpeda NovoFine Plus.

Wegovy 2.4 mg FlexTouch vHXeKInoHeH pa3TBOp Ce Mpe/uIara B CASHUTE OMAKOBKH:
1 mpenBapUTEITHO HATBIIHEHA THCANKA U 4 UMK 3a eqHOKpaTHa ynoTpeda NovoFine Plus.
3 mpeaBapUTEITHO HAITBITHEHN MUCAIKH B 12 urin 3a enHOKpaTHa yrmotpeda NovoFine Plus.

He Bcnuku BHUIOBC OIMAKOBKK MOrarT aa 6T>,Z[aT IIyCHATH Ha ma3apa.
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IIpuTexaTesl HAa pa3pelIeHNETO 32 yIOTPeda
Novo Nordisk A/S

Novo Allé

DK-2880 Bagsveard

Janus

IIpoussoaure
Novo Nordisk A/S
Novo Allé
DK-2880 Bagsverd
Janus

Novo Nordisk Production SAS
45, Avenue d’Orléans

28000 Chartres

®panuys

I[aTa Ha MOCJICAHO NMpepasrjiekKaane Ha JUCTOBKaTa

JApyru u3rouyHuM Ha HHGoOpManus

ITonpo6Ha mHGOpPMAITHS 32 TOBA JICKAPCTBO € IIpeIocTaBeHa Ha yeOcaiita Ha EBponeiickara areHmus 1mo
JeKapcTBaTa http://www.ema.europa.eu.
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Yka3zanus 3a ynorpedoa na Wegovy

Ipenu ma 3amouHeTe ma u3nonssare Bamara nmucanka Wegovy FlexTouch Bequbxk ceiMUYHO, BHHATH
yeTeTe Te3U YKa3aHUsi BHUMATEIHO U roBopeTe ¢ Baius iekap, MEeAMIIMHCKA cecTpa WU (apMaIieBT 3a
TOBA KaK J1a HHXEKTUpaTe Wegovy MpaBUITHO.

IMucankata Wegovy e nucaiika ¢ 1300p Ha /103a, KOSITO ChAbPaKa YeTHPH OT NpeanucaHuTe Bu no3u
Wegovy, K0eTo CbOTBETCTBAa HAa YNOTpe0da YeTUPH MbTH BEeAHBIK CeIMUYHO.

Monmnst usnon3BaiiTe TabnuIaTa OT BBTPENIHATA CTPaHa Ha Kallaka Ha KapTOHEHATa OMAaKOBKa, 3a J1a
CIIETUTE KOJIKO MHXKEKIIMU CTE U3II0JI3BAIN M KOJIKO JI03H OCTaBaT B MHcalkara Bu.

Wegovy ce mpenyara B IeT pa3jindH{ BHJIA TUCAIKH, KaTO BCSIKA ChABPKA €THA OT CICAHHUTE MPEATTICAHH
JTO3U CEMAarTy THI:

Co2sme { 05me { tms ] 17ms ] 2ms

Bunaru 3anouBaiiTe ¢ mpoBepka Ha eTMKeTa Ha Bamara nucanka, 3a 1a ce yBepuTe, e TS ChIbpiKa
npeanucanata Bu noza Wegovy.

Bamrara mucanka e npemnasaadena 3a ynorpeoda ¢ 30G, 31G u 32G urmm 3a emHOKpaTHa yrmoTpeda ¢
IBDKUHA 10 8 mm.

OnakoBkaTa cbIbpaxKa:

. ITucanka Wegovy
. 4 yrimm NovoFine Plus
° JIucToBka

IMucanka Wegovy FlexTouch (mpumep)

Moas 06"preTE BHHUMaHHe: Bamrara nucaika Moxe J1a ce pasiimgaBa 110 pasmMep u
C€TUKETHT Ha Bamrara mucanka Moxe Jia ce pasiimuaBa 110 OBAT OT IpUMEpPa, INoKaszaH

Cpok Ha
Ha KapTUHKHTE.
TOHOCT
Tesu ykazanusi BakaT 3a Bcuuku nmcainku Wegovy FlexTouch
(Tonen no:) B
Ha rbpoda ;’;;:‘T: na CesiekTop Ha
Ha eTHKeTa n no3ara
Kanauka Ha IIpozopue na Ha IMoka3zanen o308
NUCAIKATA nmucajKaTa nucajaKaTa Ha J03aTa oyTon
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Hraa NovoFine Plus (mpumep)

BbHmHa
BbTpemna
Kana4yka Ha KamauKa Ha

urjara HUrna eTHKeT
urJjara

XapTueH

1 IHoarorBere MUCAJIKATA CH C HOBA UIJIA

IlpoBepere uMeTo U J03aTa Ha BamaTa nucanka, 3a 1a ce yBEpHTE,
ye T ChIbpiKa peanucanara Bu noza Wegovy.

M3abpnaiiTe kanaykaTa Ha NUcaJIKaTa.

(Buxre purypa A).

IIpoBepere nau pa3TBOPBT B nucajikaTa Bu e Oucrbp u
0e3UBeTEH.

[Tornennere npe3 npo3opuero Ha nucankara. Ako Wegovy
U3IJIeKIa MBTEH WM OLIBETEH, HE U3I0JI3BalTe MucaikaTa.

(Bwxre durypa b).

Bunaru u3noJji3BaiiTe HOBa MIJia 3a BCAKA HHKCKIIUA.

B3emeTte urJja, Korato CT€ roToBU Jia C€ HHXKEKTUPATE. HpOBepeTe
XapTUCHHA €TUKET U BbHIITHATA KalladyKa Ha urjiara 3a HoBpEau,
KOUTO MOTaT Aa IMMOBJHUAAT Ha CTCPUIIHOCTTA. Axo 3abenexxure
HsKaKBa 11OBpEAa, H3II0JI3BalTe HOBA UIJIA.

OTCTpaHeTe XapTHCHUSA €TUHKET.

(Bmwxre purypa B).

HaTtucHeTe urjiata npaBo BbpXy nucajkara. 3aBpbpreTe, 10KaTO
ce 3aKpenu 3paBo.

(Buxre ¢purypa I).
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Hrnara e mokpura ¢ ABe kanayku. TpsidOBa 1a cBajuTe W ABeTe
KANa4KH.

AKko 3a0paBuTe 1a CBAINTE U JIBETE Kallauyky, HAMA JIa CU
WH)XEKTUpaTe HUKaKBa j103a Wegovy.

M3abpnaiiTe BHHIIHATA KaNayKa HA UIJIaTa U 1 3ama3ere 3a 1o-
KbCHO. Ts me Bu e Heobxonnma, 3a 1a oTcTpaHuTe 0€30MacHO
WTjaTa OT MMcajKaTa Cilel HHKEKIUATA.

HM3abpnaiiTe BhTPeIHATA KANIAYKA HA UIJIATA U 1 U3XBBHPJIETe.
Ha Bbpxa Ha urnara Moxe Aa ce nosiBu kanka Wegovy. Benpeku
TOBa TPsAOBa J]a MPOBEPUTE U3TUYAHETO HA Wegovy, aKo HU3I0JI3BaTe
HOBa MUCAJIKa 3a MbpBU ObT. Buxkre ,,IIpoBepeTe MU3THUAHETO NPHU
BCSIKA HOBA MUCAJIKA®,

Huxkora He u3non3BaiTe M3KpUBEHA WM TIOBpEACHA UIJIa. 3a IoBeYe

uHQOpMAaIKsi OTHOCHO padoTara ¢ uriara BUxre ,,OTHOCHO
BamuTe urau“ noj Te3n ykazaHusl.

(Bmwxre durypa /).

IlpoBepere H3THYAHETO NPH BCAKA HOBA MUCAJTKA

Axo Bamrara mucanka Wegovy Bede € B yrmoTpeda, OTHIETe Ha
TOYKa ,,2 3ajaiiTe q03aTa cH*.

IIpoBepsiBaiiTe u3tnyaneTo Ha Wegovy camo npeau nbpBata Bu
HHKEKI[USA ¢ BCSIKA HOBA MU CAJIKA.

3aBBpTeETE CENeKTOpa Ha J103aTa, JOKATO BHIUTE CHMBOJIA 32
MPOBEpKA HA M3THYAHETO (= W <),

(Buxre ¢purypa E).
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YBepeTe CC, Y€ CUMBOJIBT 3a IPOBEPKA HA U3TUYAHCTO CC U3PaBHABA
C ITOKa3aJI€la 3a Jo3aTa.

(Buxre purypa X).

ITpoBepeTe HI3TUYAHETO

JlpBKTe mucankaTa ¢ uriiaTa, HacoOueHa Harope.
HaTucHeTe U 3a1pbiKTe 1030BHS OYTOH, JOKATO OPOSYBT HA
9
Jo3ute ce BbpHe A0 “0. 0~ TpsaOBa na ce M3paBHHU C MOKa3ayiela Ha

Jo3ara.

Ha Bppxa Ha uritata TpsiOBa na ce mosiBu karmka Wegovy. Ta3n kanka
MoKa3Ba, ue nrcajkata Bu e roToa 3a ynotpeba.

AKO He ce TIOSIBH Kallka, IpoBepeTe N3THIaHeTo oTHOBO. ToBa
Tpsi0Ba 1a ce MPaBH caMo ABA MbTH.

AKO Bce ollIe HsIMa Kalka, CMeHeTe UIJIaTa U MpoBepeTe
H3THYAHETO OlIe BeAHbIK.

He u3non3BaiiTe mucajkarta, ako Bce OIE HE Ce MOABABA Kallka
Wegovy.

(BwxTe durypa 3).
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2 3apaiite mo3aTa cu

BaBLpTeTC CCJICKTOPAa Ha AO3UTEC, JOKATO 6p0ﬂ'-ﬂ>T Ha 103UTe CIpe
1 MOKa’KE nmpeanucaHatra Bu no3a.

(Bwxre durypa 1).

[ynktupanara muaust (1) B Oposiua Ha no3ute e Bu Boau 1o
Bamara no3sa.

CenekTopbT Ha JO3UTE MPHUIIPAKBA PATHIHO, KOTATO CE 3aBBPTH
Harpes, Ha3al win npemuHe po3zara Bu. llle uyBate ,,npumpakBane’
BCEKHU BT, KOTATO 3aBbPTaTe CellekTopa Ha mo3ute. He 3amaBaiite
Jt03aTa C OTOPOsSBaHE Ha MPHUIIPAKBAHUATA, KOUTO TyBaTe.

(Buxre ¢purypa K).

I[yHxkTHpaHa JUHUSA

Koraro npexnucanara Bu 103a ce u3paBHM ¢ noka3ajiena Ha
no3ata, Bue cte n36panu mo3ara cu. Ha Ta3u kapTHHKa € MMoKa3zaHa

Jo3aTta 0,25 mg KaTo nmpumMmep.
AKO OpOSIIBT Ha JIO3UTE CIIpE, TIPEIN 1a JOCTUTHETE MpeaIucanara
Bu no3a, BukTe Touka ‘Umate jim 1ocTaThbuHo Wegovy?’ 1o Te3u

YKa3aHus.

(Bmwxre ¢purypa JI).

IIpumep:
H30paHu
0,25 mg
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H30epere MACTOTO HA HHKEKTHPaHe

U3bepeTe ropHaTa 4acT Ha phIleTe, TOPHATA YaCT Ha KpaKaTa WIH
obmacTtTa Ha cToMaxa (Ma3ere pa3CTOsSHUE 5 ¢ OT IIBIIA).

Besika cemmuria Moke Jla HEDKEKTHpATE B €Ha M ChITa 001acT Ha
TSJIOTO, HO C€ YBEPETE, Y€ HE € B ChIIaTa TOUKA, M3MOJI3BaHA

T'opna yacrt Ha
pbuere

IIOCJIEIHHA ITBT. Cromax
T'opna yacr
Ha KpakKaTa

3 UnkekTupaiite Bamara no3a

IIpuTHCHeTE UIJIATa KbM K0KATa CH. M

YBepeTe €€, Y€ MOXKETE Ja BUKIATE 6[)05[‘[3 Ha go3uTe. He 1o
HOKpHBaﬁTC C IIPBCTUTE CU. ToBa moxe a MOPEKHCHE
HWHXCKTHPAHCTO.

(Buxre purypa M).
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HatucHere u 3aApbiKTe 1030BHs OYTOH, 10KATO OPOSAYBLT HA
ao3uTe mokaxe 0.

(Buxre purypa H).

IlpoabikaBaiiTe 1a HATUCKATE 1030BUs OYTOH, J0KATO UIJIATA €
B KokaTa Bu u 6aBHO OpoiiTe 10 6. -0~ TpsOBa na ce u3paBHU ¢
rokasazera Ha jio3ata. Moxe J1a 4yeTe Win MouyBCTBaTe

IIpUIIpaKBaAHE, KOraTo 6p0$I‘I’LT Ha JO3UTC CC BbPHC HA 0=,

(Bmxre durypa O).

W

Bpoiite 6aBHO
1-2-3-4-5-6

OTchaHeTe HUIJIaTa OT KO3KaTa cM. AKO urjiara ce OTCTpaHU 1O~
PpaHo, 4aCT OT Wegovy MOXKE J1a U3TCYC OT BbpXa Ha Urjiata u
ITbJIHATA J03a HiAMa Ja 6’L,Z[C HWHIKCKTHPAHA.

AKO Ha MACTOTO Ha HHXXEKTHpaHE ce MOSIBH KPbB, HATUCHETE JIEKO
BBPXY Ta3u 00JIACT, 32 J1a CIIPeTe KbPBEHETO.

Crnen nH)XeKTHpaHe MOXKe Jla BUIUTe Karka Wegovy Ha Bbpxa Ha
uriara. ToBa € HOpMAJIHO U HE ce OTpa3siBa Ha 103aTa.

(Bmwxkre durypa I1).
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4 Cnen KaTo cTe HAPABUJIU MHKEKIHATA

BkapaiiTe BbpXa Ha UIVIaTa BbB BbHIIHATA KANlA4KA HA UIJIaTa
BBPXY paBHa OBBPXHOCT, 0€3 a JOKOCBATE UIJIaTa WIN BbHIIHATA
Karayka Ha uriaTa.

Cien kaTo UrJaTa e MOKPUTA, BHUMATEITHO HATUCHETE BHHITHATA
Karnayka Ha urjaTa JoKpai.

(Bmxre ¢purypa P).

Pa3BuiiTe Urjara u BHUMATEIHO I HU3XBBPJICTE CIIOPE YKa3aHUATa
Ha Bamms JICKap, MCAULIMHCKA CeCTpa, (I)apMa]_ICBT NN MECTHUTC
BJIACTH.

Huxora He ce onuTBalTe 12 MOCTABUTE BHTPEIIHATA KallayKa
HA UTJaTa 00paTHO BBPXY Hriaata. Moxe 1a ce yoomere ¢ uriara.

Bunaru u3xBbpJisiiiTe MIJ1aTa BeJHAra ¢Jie] BCAKA HHXKEKIMS, 32
Jla m30erHeTe 3aIymnBaHe Ha UTIH, 3aMbpCsIBaHe, MHPEKIUS 1
HETOYHO no3upane. Hukora He chbXpaHsiBaiiTe MUCAJKATA CH C
NpUKpPeneHa urJja.

(Bmwxre ¢purypa C).
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IlocTaBaiiTe KamayKaTa Ha MUCAJKAaTAa CJIC] BCIKA yHOTpe6a, 3a
Ja MpeaAnasuTe Wegovy OT CBCTJIMHA.

(Buxre purypa T).

Korato nrcankara e mpasHa, U3XBbpJIETe MHcaikara 0e3
NpUKpeIeHa uriia cnopes ykazaHusta Ha Bamms nekap,
MEUIMHCKA CecTpa, (hapMalieBT UM MECTHUTE BIIACTH.

Kanaukara Ha nircankara u ImpasHaTa KapTOHCHA OIMIaKOBKa Morat Ja
CC UBXBBPJIAT B KOHTCfIHepa 3a JOMAalllHHM OTIIaabIn.

OTHOCHO UTJINTE

Kak na pa3oepere, 4e UrjiaTa e 3anylnieHa WJid MOBpeJeHa

. Axo 0 He ce mosiBsiBa B Oposiya Ha JO3UTE CIeN
NPOABJDKUTEIIHO HATUCKAHE Ha 1030BUS OyTOH, MOXeE Ja CTe
U3I0JI3BAJIU 3allyllleHa WIK IIOBpEICHa UIJa.

o B To31 cnyuail He cTe MOMy4YHIM HUKaKBa 103a Wegovy —
BBIIPEKH Y€ OpOSIYBT Ha JO3UTE C€ € MPEMECTHII OT
I'bPBOHAYAIHATA 71033, KOSATO CTE 3aaJIH.

KakBo 1a HanpaBuUTe ChC 3aMynIeHaTa urja

. CMeHeTe uriiara, KakTo € yKa3aHo B To4ka ,,1 Ilonrorsere
MUCAJKATa CH ¢ HOBA MIJA“ 1 OTHIETE Ha ,,2 3ajaiiTe
Ja03aTa cu®.

I'puika 3a Bamara nucanka

OrtHacsiiTe ce BHUMAaTETHO KbM Bamrara mucanka. I'py6oTo GopaBeHe mim HelpaBUiIHaTa yrmoTpeda Moxe
Jla IOBeJIe 10 HETOYHO JTo3MpaHe. AKO TOBa Ce CIIY4H, MOXKe J1a He MOCTUTHETEe NpeIBUACHUS eeKT Ha
Wegovy.

o Bimxre er6a Ha Ta3W JIMCTOBKA, 3d Id OIPOYCTCTC YCIOBUATA HA ChbXPAHCHUC 3a Bamara nucanka.
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He un:xexTnpaiite Wegovy, ako e 011 H3/105KeH HA NMPSIKA CIbHYEBAa CBETJIHHA.

He ocraBsiiiTe Wegovy 1a 3aMpb3He 1 HUKOIa He HHKeKTHpaliTe Wegovy, ako e 0uJ
3aMpa3siBaH. 13xBbpiiere nucankara.

He u3nyckaiiTe nucajgkaTa cM 1 He s yApAiTe B TBBPAHU NOBBPXHOCTH.

He ce onuTBaiiTe 1a HANBJHUTE MUCAJIKATA ¢ 0THOBO. Clle KaTo Beye € MMpasHa, Ts TpsAOBa aa
C€ U3XBBPJIN.

He ce onuTBaiiTe 1a nonpapsiTe NUCAJKATA CH WIHN J1a s pa3riodsBare.

He u3naraiite nucajaxkara cu Ha Pax, MPbCOTHUS MU TEYHOCT.

He MuiiTe, He HAKHCBAaliTe WJIK He cMa3BaiiTe Bamara nucaika. Ako € HEOOXOIUMO, S
MIOYUCTETE C KbPIIa, HABIA)KHEHA C MEKO TIOYMCTBAIIO CPEACTBO.

HMmare 4 goctatrbuHo Wegovy?

AKO OpOSIYBT Ha JIO3UTE CIIPE, MIPEIIU 1a CTUTHETE JI0 TIpeIicanara
Bu no3a, ToBa 03HauaBa, 4ye HAMa J0CcTaTbuHO Wegovy 3a eHa
'BJIHA J103a. VI3XBBpIIeTe mucaikaTa U U3M0JI3BaiiTe HOBa MUCAIKa
Wegovy.

&Baxma uHdopmanus

HNuxxexTupaiiTe caMo eHa 1032 Wegovy BelHbK CeIMUYHO. AKO HE u3ron3Bate Wegovy KakTo
Bu e npeanucano, Moxe J1a He MOyYUTE TPSABUACHUAT €PEKT Ha TOBA JIEKapCTBO.

AKo U3MOJI3BaTe MOBEYE OT €IHO JIEKAPCTBO, KOETO CE MHIKEKTUPA, MHOTO € BAKHO /12 IPOBEpHUTE
HMETO U 103aTa BbPXY €TUKETA Ha MHCAJIKaTa CH NMpeau ynorpeoda.

He n3non3Baiite Ta3u nucaaka 0e3 moMolLl, aK0 HMaTe cJ1a00 3peHne U He MOKeTe /12
cna3Barte Te3u ykaszaHus. [loTspcere oMol ot JuIle ¢ 100po 3peHne, KOeTo € 00ydIeHo Kak aa
M3M0J13Ba nucankara Wegovy.

Bunaru cpxpaHsBaiiTe mucagkaTa U UTIUTE HA MSICTO, HEAOCTHIIHO 32 APYTrd Xopa, 0co00eHo 3a
Jaena.

Huxora He crniogeJsiiiTe mucanakaTta cH ¢ Ipyrd Xopa.

Hraure ca camo 3a enHokpaTHa ynorpeda. Hukora He u3noJji3BaiiTe Mriinure cu NOBTOPHO, Thil
KaTo TOBa MOXE JIa TOBEJC IO 3aITyIIBaHe HA UTIINTE, 3aMbPCsIBaHe, MHMEKIHS ¥ HETOTHO
JIO3UpaHe.

OOrpmxBaniuTe Iuiia TpssOBa 1a 0bAAT MHOT0 BHUMATEJIHH, KOTaTO 0OPABAT ¢ M3MOJI3BAHU
WIJIN, 32 J1a ce N30eTHAT HapaHsIBaHMsI OT CIYy4YaiiHO YOOXKIaHe C MIia U MH(EKITHSL.
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